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AGRICULTURE, RURAL DEVELOPMENT, FOOD 
AND DRUG ADMINISTRATION, AND RE- 
LATED AGENCIES APPROPRIATIONS FOR 
FISCAL YEAR 2008 


TUESDAY, FEBRUARY 27, 2007 

U.S. Senate, 

Subcommittee of the Committee on Appropriations, 

Washington, DC. 

The subcommittee met at 10:02 a.m., in room SD-192, Dirksen 
Senate Office Building, Hon. Herb Kohl (chairman) presiding. 

Present: Senators Kohl, Harkin, Dorgan, Feinstein, Nelson, Reed, 
Bennett, Specter, and Craig. 

DEPARTMENT OF AGRICULTURE 
Office of the Secretary 

STATEMENT OF HON. MIKE JOHANNS, SECRETARY 
ACCOMPANIED BY: 

CHARLES CONNER, DEPUTY SECRETARY 
W. SCOTT STEELE, BUDGET OFFICER 
DR. KEITH COLLINS, CHIEF ECONOMIST 

OPENING STATEMENT OF SENATOR HERB KOHL 

Senator Kohl. Good morning. Today we will begin hearings for 
the fiscal year 2008 budget. Our first panel will include Secretary 
Johanns and other distinguished guests from the Department of 
Agriculture, and following that we’ll hear from FDA Commissioner 
von Eschenbach on that agency’s budget. 

This is our first hearing for the year and it will be the only gen- 
eral hearing on the fiscal year 2008 budget. The other hearings 
that we’ll have will focus more on issue-specific areas such as food 
safety, conservation, and food aid. I hope this is a change in format 
that will allow us to study certain issues in more detail. 

As everyone knows, the fiscal year 2007 appropriations process 
was finished only a few weeks ago. While we understand the Presi- 
dent’s request for 2008 is not changed by that action, our bills by 
necessity build on previous year’s action, and so we’ll need specifics 
as soon as possible regarding how the USDA and the FDA will 
carry out this year’s programs. I hope you will all work as quickly 
as you can to make sure that that information is available to us. 

The President’s budget includes fiscal year 2008 discretionary 
spending levels of more than $16 billion for USDA and more than 
$1.6 billion for FDA. This includes an increase of $43 million for 

( 1 ) 
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the Food Safety and Inspection Service, an increase of more than 
$260 million for the Farm Service Agency, and an increase of $180 
million for WIC. However, the budget also proposes the elimination 
of the Commodity Supplemental Food Program, which was pro- 
posed last year and which was rejected by this subcommittee. 

I would note that while the budget does include some new fee 
proposals, they are presented in such a way that there is little ef- 
fect on 2008 funding levels. This is an improvement over previous 
years. However, there are a few legislative proposals, such as those 
regarding WIC and other programs, that will cause us some con- 
cern. So, Mr. Secretary, I look forward to your comments on those. 

There are a number of other issues in the budget that we will 
need to discuss, for example, eliminating the direct single family 
housing program, and a number of other rural development pro- 
grams which are problematic. 

This has already been a busy year, with much yet to come. As 
we move through the appropriations process, I pledge to you that 
we will maintain a constructive dialogue with USDA and FDA. I 
can tell you that we intend to send our bills to the President well 
in advance of September 30, so we all need to work together so we 
can come to an agreement on administration priorities and congres- 
sional prerogatives as easily and as swiftly as possible. 

Having said that, I’d like now to turn to my good friend and the 
ranking member, Senator Bennett. As I’ve said many times, I want 
to publicly thank him and his staff for the helpful and bipartisan 
manner in which he has guided this subcommittee over the past 
few years, and I assure him and everyone else on this sub- 
committee that I intend to continue that very admirable practice. 

So, Senator Bennett, I would ask if you have any opening com- 
ments, and then we will turn to other members for their opening 
statements before we ask the Secretary to share his thoughts with 
us. We’ll recognize members in turn based on their arrival, and in 
moving from majority to minority for the first round of questions 
I ask that we use the 5-minute rule. So, Senator Bennett. 

STATEMENT OF SENATOR ROBERT F. BENNETT 

Senator Bennett. Thank you very much, Mr. Chairman, and I 
congratulate you on your assuming again the chairmanship of this 
subcommittee. I tried to follow your lead in the way that we ran 
things, and I am very grateful to you for your kind words. I believe 
we have an excellent working relationship on a bipartisan basis 
and I’m sure it will continue. 

I want to welcome Senator Nelson and Senator Reed, new mem- 
bers of this subcommittee. I think they will add a great deal to our 
deliberations. We areKntering a very busy time for USDA and the 
FDA because in the next few months Congress will consider and, 
one hopes, pass the farm bill, the Prescription Drug User Fee Act, 
and the Medical Device User Fee Modernization Act. These are 
some of the most important reauthorizations that the Congress will 
deal with, and while it’s the responsibility of the authorizers to ad- 
dress these issues, naturally that will strongly influence the work 
of this subcommittee. 

Now that the fiscal 2007 appropriations are in fact finally behind 
us and we focus on 2008, I’m delighted, Mr. Chairman, with your 
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commitment to get this bill done in a timely fashion. We’ve done 
it before, and either the full committee or the House was unable 
to follow our excellent example and get things done in a timely 
fashion, but I know you will do that and I’ll do everything I can 
to help you. 

So this morning I welcome Secretary Johanns and those accom- 
panying him, and look forward to his testimony, and I also look for- 
ward to the second panel with Dr. von Eschenbach and those who 
will accompany him. 

This is a unique subcommittee. The life of every person in this 
country comes in direct contact with some of the product regulated 
or the programs carried out as a result of the appropriations we 
made in this subcommittee, and I don’t think any other sub- 
committee can say that. Every single American is affected here, so 
that’s how we will evaluate the budget proposals of USDA and 
FDA. 

Now, taking advantage of this opportunity, I want to offer some 
praise to three USDA employees in Utah, so that the record will 
show that I recognize their contribution: Bruce Richardson, who is 
the Farm Service Agency State Executive Director; Jack Cox, the 
Rural Development State Director; and Sylvia Gillan, the Natural 
Resources Conservation Service State Conservationist. Mr. Sec- 
retary, these are all three good people, and I wanted to make that 
comment for the record. 

Thank you very much for your courtesy, Mr. Chairman. 

Senator Kohl. Thank you, Senator Bennett. We’ll turn to Sen- 
ators for their comments, starting with Senator Dorgan. Then we’ll 
recognize Senator Craig, then Senator Nelson, then Senator Reed, 
and then Senator Feinstein. Thank you. 

STATEMENT OF SENATOR BYRON L. DORGAN 

Senator Dorgan. Mr. Chairman, thank you. Thank you and the 
ranking member, and let me say that I sure do support the notion 
of getting this bill done, getting it done on time, getting it through 
the Senate, in conference, and getting to the President for signa- 
ture. The mess that was created last year, it cannot be repeated, 
and the mess doesn’t belong to any one person certainly, but we’ve 
got to finish all of these appropriations bills on time. 

I’m going to be asking Secretary Johanns some questions about 
disaster relief, as he might well expect. The three times I’ve gotten 
it through the Senate Appropriations Committee, twice through the 
full Senate, twice have gotten to conference, and it was blocked in 
conference. And I know the President at that point had opposed 
disaster relief. I’m going to ask Secretary Johanns about that 
today. 

I also want to ask some questions about the issue of opening the 
market to live Canadian cattle above 30 months of age, which will 
I’m told result in about 1.3 million head of Canadian cattle coming 
in this year, at a time when we have just heard of the ninth — I 
guess actually tenth case, if you consider the Canadian cow in the 
State of Washington — the tenth case of BSE in Canada. I just held 
a hearing on that subject in North Dakota last week, and I am very 
much opposed to the proposed rule offered by the USDA. I hope we 



4 


can overturn that rule. I guess I hope the comment period will per- 
suade the Secretary not to proceed. 

But both of these are very important issues. I want to especially 
focus on the issue of disaster relief, and I will wait until I question 
Secretary Johanns. Let me thank the Secretary and the other 
members of USD A who have come here. 

And, Mr. Collins, we had a discussion in North Dakota about 
you, as a matter of fact. Someone was quoting the USDA Econo- 
mist, and I asked who, and they told me your name. I said, “Well, 
I know him.” And I used to teach economics, but I was able to re- 
cover and move on. So we had a discussion about you. But let me 
thank you for being here again, as you have for many years, and 
being willing to visit with us about the agriculture economy. 

Secretary Johanns, welcome. 

Senator Kohl. Thank you, Senator Dorgan. 

Senator Craig. 

STATEMENT OF SENATOR LARRY CRAIG 

Senator Craig. Well, Mr. Chairman, because I certainly want to 
hear from the witnesses, and we have a lot to cover, I will be brief. 
But let me join with my colleague, Senator Bennett, in welcoming 
you to the chairmanship of this committee. We do cover a lot of 
areas of major importance to a good number of citizens in our coun- 
try. 

We come to Ag Appropriations at a time when the business of 
crafting a new farm bill — and, Mr. Secretary, we’re pleased that 
the work you have done puts you into the middle of that process. 
That’s where a Secretary of Agriculture ought to be, and frankly, 
some of our Secretaries have not been there, and Congress has 
been doing the work in part on its own. 

But I think it is a cooperative kind of shaping of policy that is 
going to be extremely important for American agriculture and U.S. 
consumers in the future; and, I must also say, and the role agri- 
culture is increasingly playing in the production of energy. That is 
where I spend a fair amount of my time these days, on that issue, 
and it is exciting for me to see a future in which agriculture be- 
comes an increasingly major contributor to energy independence in 
this country, and policy is certainly going to reflect that, loan guar- 
antees, the whole combination of things. 

Mr. Chairman, I recently said before a hearing that I felt that 
maybe we ought to take DOE’s authority under Title 17 of the En- 
ergy Policy Act and give it to USDA. They seem to know how to 
get loan guarantees done, know how to do them, and that’s not a 
criticism as much as it is an observation of where we are on that 
issue. That’s important, and of course we’ll hear from FDA in a few 
moments. That, too, is critical to us. 

I would hope that as we look at policy — and here is where my 
friend from North Dakota and I oftentimes agree more than dis- 
agree — Mr. Secretary, and as we shape policy that will be reflected 
in the new farm bill, that we be as much focused on our domestic 
needs as we are to our international trade obligations. I know there 
are certain pressures there as it relates to where we may or may 
not be in the discussion of trade with our neighbors from around 
the world. 
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At the same time, I find it increasingly difficult to give and not 
get in return. And, having said that, the ability of American agri- 
culture to produce is tied in part with trade. I know there needs 
to be balances, but there also needs to be balances. 

Mr. Chairman, thank you very much. I look forward to the testi- 
mony of you, Mr. Secretary. 

Senator Kohl. Thank you, Senator Craig. 

Senator Nelson. 

STATEMENT OF SENATOR BEN NELSON 

Senator Nelson. Thank you, Mr. Chairman. 

Mr. Secretary, panelists, good to have you here today. The future 
of agriculture I think is not only based on what we want in terms 
of food, but also what we need in terms of fuel. You’ve already 
heard me suggest changing the name of the bill from a farm bill 
to the Food and Fuel Security Act of 2007, to focus more on what 
it is we intend to do with American agriculture as we move for- 
ward. 

I’m hopeful today that you will be able, as a result of this hear- 
ing, to establish that the planning in this bill is based on the con- 
tingencies of everything going okay as well as if everything goes 
bad. All too often we look at the current market situation, we see 
$4 corn, the countercyclical payments, they’re not what they have 
been, so we therefore don’t need the money. If everything — as my 
dad used to say, the problem is, when everything is going bad you 
never think it will go good; when everything is going very, very 
well, you never think it’s going to go bad again. 

And I’m hopeful that this bill doesn’t constitute that kind of a 
bill, so that we are in a position, if things do change and the mar- 
ket changes dramatically and things are going downhill, that this 
bill will protect American agriculture. Because if we continue to 
import at the level we are and we can’t export at the level that 
we’re unable to export to right now, I don’t know whether we’re 
close, but maybe you can enlighten us on this in your testimony, 
whether we are right at becoming net importers of our food. And 
if that’s the case, I have said if you like importing 70 percent of 
your oil, you’ll love importing 70 percent of your food. 

So that’s why I think it has to be about food security, produced 
here at home, and fuel security. Thank you, Mr. Chairman. 

Senator Kohl. Thank you, Senator Nelson. 

Senator Reed. 


STATEMENT OF SENATOR JACK REED 

Senator Reed. Thank you very much, Mr. Chairman. I’m eager 
to hear the testimony of our witnesses, and welcome them here this 
morning. Thank you. 

Senator Kohl. Senator Feinstein. 

STATEMENT OF SENATOR DIANNE FEINSTEIN 

Senator Feinstein. Thank you, Mr. Chairman. I have just a brief 
comment. 

Mr. Secretary, I want to thank you for your prompt declaration 
of a secretarial emergency in the California frost situation. The 
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Governor has submitted costs of approximately $1.3 billion so far. 
It is a very major frost problem for the State, and of course we 
don’t know how many of the trees are going to be taken out or 
crops prevented for the next 3 years because of the absence of bud 
wood, so it’s an ongoing struggle. 

I wanted to mention one point, and that one point, and I’m going 
to ask you some questions about it, is that since USDA transferred 
responsibility for port inspections to the Department of Homeland 
Security, the number of inspections has gone down seriously in 
California. I just sent my staff to the State, and the number one 
problem they came back with is the concern over the absence of 
adequate inspections and the belief that next year is going to be 
a very bad year, with infiltrating pests coming through the borders. 

My information is that 60 percent of agricultural inspection spe- 
cialists indicated they were doing fewer inspections since the trans- 
fer, and there’s a problem. They don’t believe that Customs and 
Border Patrol respect their work. 

As you know, Mexican fruit fly larvae have been picked up, and 
it took 4 months for it to be identified, is what it was. And of 
course the problem is that a resulting quarantine, quarantines vast 
areas of the State, so I’m going to ask you a little bit about that 
when my time for questions comes up. 

Thank you very much for being here. Thank you, Mr. Chairman. 

PREPARED STATEMENT 

Senator Kohl. Thank you very much, Senator Feinstein. 

And now we turn to the Secretary for your remarks. 

The subcommittee has received a statement from Senator Coch- 
ran which will be placed in the record. 

[The statement follows:] 

Prepared Statement of Senator Thad Cochran 

Mr. Chairman, thank you for holding this hearing on the fiscal year 2008 United 
States Department of Agriculture and Food and Drug Administration budgets. I 
welcome Secretary Johanns and Commissioner von Eschenbach back to the Com- 
mittee. 

An important aspect of the Agriculture Appropriations bill is the funding it pro- 
vides for agriculture research. This research is a critical part of ensuring that U.S. 
producers remain the leaders in food and fiber production. The funding this bill in- 
vests in agriculture research is a small sum compared to the economic benefit it has 
on a farmer’s bottom line. I am concerned about the Administration’s proposal to 
combine the Agricultural Research Service and the Cooperative State Research, 
Education, and Extension Service into a single agency. The current structure of the 
Agriculture Research Service is working well and I believe it is important for the 
Agriculture Research Service to maintain its independent role in the Department 
of Agriculture. 

I was pleased that the fiscal year 2007 Senate Agriculture Appropriations bill 
fully funded the Wetlands Reserve Program. It is unfortunate that Congress was 
unable to complete this bill. The Wetlands Reserve Program has taken 1,750,000 
acres of marginal croplands out of production and converted to more beneficial uses 
of enhanced flood protection, carbon sequestration, improved water quality, and 
wildlife habitat. Many of these acres are located in the Lower Mississippi River 
Flyway, the Nation’s largest waterfowl flyway for wintering habitat. 

Last year, the Natural Resource Conservation Service adjusted the method it uses 
to appraise land for consideration under the Wetlands Reserve Program. I have 
heard from many constituents in my State and conservation organizations that this 
change would shift acres away from this important flyway to areas with signifi- 
cantly higher appraisal value. I would like to work with the Department to find a 
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solution that would ensure this important program is implemented the way Con- 
gress intended. 

The Food and Drug Administration has the important role of protecting the public 
by ensuring the safety and efficacy of drugs and our Nation’s food supply. Commis- 
sioner von Eschenbach, I look forward to your comments on the FDA’s plan and pri- 
orities for the upcoming fiscal year. One example of the FDA’s commitment to pro- 
tecting the public is the Center for Food Safety and Applied Nutrition’s research on 
the safety of natural products used as dietary supplements by many Americans. The 
National Center for Natural Products Research at the University of Mississippi is 
a partner with the FDA to provide research-based information on plant-derived 
products. With many new dietary supplements coming to the market, this research 
is increasingly important. 

STATEMENT OF SECRETARY MIKE JOHANNS 

Secretary Johanns. Thank you very much. Mr. Chairman and 
distinguished members of the committee, it’s an honor to be here. 
I am joined today by some gentlemen that can assist me in answer- 
ing questions. To my right is our deputy, Chuck Conner; to my left, 
Scott Steele, who is our budget officer; and of course you all know 
Dr. Collins, our chief economist. 

I am happy to report over the past year we’ve made a lot of 
progress in meeting the needs of the Nation by improving the rural 
economy and strengthening U.S. agriculture. Based on our con- 
versations with Americans on the farm and off the farm, we devel- 
oped a comprehensive list of farm bill proposals to strengthen the 
farm economy in rural America, and those were announced on the 
last day of January this year. 

My primary focus of course will be on the budget, but I would 
like to take just a few minutes to give an overview of the proposals. 
The 2007 farm bill proposals and the 2008 budget were developed 
on parallel tracks. The administration’s farm bill proposals rep- 
resent the final phase of what was a 2-year process. We listened 
to producers and stakeholders all across the country, and we took 
a reform-minded and a fiscally responsible approach to making 
farm policy more equitable and predictable and protected from 
challenge in the world trade arena. 

While I firmly believe that the current law was the right policy 
for the time, times do change and times have changed. When the 
2002 farm bill was passed, commodity prices were low, exports had 
declined for several years, and the debt-to-asset ratio was nearly 15 
percent. 

Today we see a different economic picture. Commodity prices are 
strong for most program crops. Exports have set records now sev- 
eral years in a row, including a record of $68 billion in 2006, and 
projections suggest we will reach another record of $77 billion in 
2007. We are experiencing the lowest debt-to-asset ratio actually in 
recorded history. It’s at about 11 percent for 2006. 

Add to all of this the enormous impact of renewable energy on 
the economy, and it’s clear a lot of things have changed since 2002. 
The time has come to move forward with a farm program that’s 
market-oriented and considers more than commodity prices when 
determining the appropriate level of support. 

Our farm bill proposals bolster this administration’s commitment 
to conservation, with an additional $7.8 billion over 10 years for 
conservation purposes. We propose an additional $1.6 billion over 
10 years to advance the development and production of renewable 
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energy. This will help to achieve the President’s goal of reducing 
our dependence on gasoline by 20 percent in 10 years. 

We propose funding to support $1.6 billion in loans to rehabili- 
tate over 1,200 rural critical access hospitals. Another $400 million 
would be focused on trade, making sure that our producers have 
a level playing field. 

These are just a few highlights. When combined, we spend about 
$10 billion less than what was spent under the 2002 bill over the 
last 5 years, excluding the ad hoc disaster assistance. It would be 
about $18.5 billion less if you include that. But, importantly, we 
uphold the President’s plan to eliminate the deficit in 5 years. On 
the other hand, looking forward, our proposals would provide about 
$5 billion more than the projected mandatory spending if the 2002 
farm bill were just simply extended. 

And this brings me to a quick review of the budget. The 2008 
budget accommodates the farm bill proposals by including an addi- 
tional $500 million per year in the total for the Commodity Credit 
Corporation. That was put there as a place-holder, anticipating the 
release of our proposals, the discretionary appropriation request 
pending before this committee, which does not include the Forest 
Service, is $16 billion. It funds the highest priorities while exer- 
cising necessary fiscal discipline. 

I would like to note that the President’s budget was developed 
prior to congressional action on funding for the remainder of fiscal 
year 2007. Therefore, our printed materials reflect an estimate for 
2007 under terms of the Continuing Resolution that provided fund- 
ing through February 15. 

Now that action has been taken on funding the balance of 2007, 
I do want to thank the committee for addressing some really crit- 
ical needs. Key among these resources are resources to ensure our 
meat and poultry inspection system can meet the demand for in- 
spections, support for the Census of Agriculture, and funding to 
permit the Department to participate in reconstruction efforts in 
Iraq and Afghanistan. 

Utilizing $91 million in emergency supplemental funding, USDA 
has significantly increased our efforts relative to avian influenza 
overseas. The 2008 budget requests $82 million to continue and en- 
hance ongoing efforts to fight AI, an increase of $32 million over 
the 2007 level. This funding will be used for surveillance and 
diagnostics work, preparedness, response efforts, international vet- 
erinary capacity-building, and research relative to poultry vaccines. 

The budget proposes $341 million for USDA’s part of the Presi- 
dent’s Food and Ag Defense Initiative. This includes $325 million, 
an increase of $148 million, to enhance our ongoing efforts to detect 
and respond to food emergencies and threats to agriculture. To 
keep USDA in the forefront of avian disease research, the budget 
also requests $16 million to complete the planning and design of 
the Consolidated Poultry Research Facility in Athens, Georgia. 

We are making considerable progress in ensuring the safety of 
meat, poultry, and egg products. The Centers for Disease Control 
and Prevention has reported significant declines in foodborne ill- 
nesses. In order to continue protecting the Nation’s supply of meat 
and poultry and egg products, this budget meets the demand for 
inspection services. The budget also requests funding to expand the 
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Food Emergency Response Network, to increase the capability of 
State and local labs to handle large volumes of testing that would 
be needed in the event of a widespread food emergency. 

Moving on to energy, renewable energy supported by American 
agriculture and forestry does hold tremendous promise for our 
country. The budget proposes $397 million in loans, grants, and re- 
search, an increase of $161 million for our renewable energy pro- 
grams. This amount includes $70 million for energy research. The 
majority of this will be focused on cellulosic energy. In addition to 
this research, the budget makes available over $320 million in 
grants and guaranteed loans to assist efforts to support the com- 
mercialization of renewable energy. 

In the farm program area, our discretionary budget supports $3.4 
billion in direct and guaranteed farm loans, which reflects the ac- 
tual usage in recent years. The budget also requests $1.5 billion for 
the Farm Service Agency to deliver our farm programs. The level 
of funding is necessary to support approximately the same number 
of staff as we had in 2007. 

In 2008, crop insurance is expected to provide coverage for nearly 
$68 billion in agricultural production, double the amount of cov- 
erage provided in 2000. Recognizing the needs of all partners in the 
crop insurance system, the 2008 budget fully supports activities to 
ensure the integrity of the crop insurance program. These efforts 
have achieved savings of more than $456 million since the 2000 
crop year, and program abuses have been curbed. 

Expanding access to global markets is essential for agriculture. 
Our budget proposals for 2008 support our continued commitment 
to trade expansion activities. Increased funding is proposed to per- 
mit FAS to maintain its overseas office presence and continue its 
representation and advocacy on behalf of U.S. agriculture. 

The budget includes $100 million for the McGovern-Dole Inter- 
national Food for Education and Child Nutrition Program. Addi- 
tionally, we request funding in the Office of the Secretary to sup- 
port the department’s efforts in Afghanistan and in Iraq. In order 
to respond to emergency food needs during 2007, supplemental ap- 
propriations of $350 million are requested for the Public Law 480 
Title II donations program. 

The 2008 budget includes discretionary funding for conservation 
technical assistance to meet high priority natural resource con- 
cerns. It supports about $4 billion in mandatory funding to con- 
tinue implementation of the conservation programs. In aggregate, 
funding in the budget will support enrollment of an additional 17.8 
million acres in conservation programs, bringing total enrollment 
to 215 million acres. That’s the highest enrollment in history. 

For rural development, the 2008 budget provides a $15 billion 
program level of activities to improve the economic opportunities 
and quality of life in rural America. The assistance will be used to 
finance home ownership, rural business, renewable energy, electric, 
telecommunications, water and wastewater disposal, other commu- 
nity facilities, and it will also support revitalization of our multi- 
family housing portfolio. 

In the research area, the 2008 budget funds the highest priority 
research. It also increases the use of competition to improve the 
quality of research, including a total of $257 million for the Na- 
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tional Research Initiative. The budget includes $104 million in in- 
creases for high priority research in areas such as food and ag de- 
fense, avian influenza, bioenergy, animal genomics and genetics. 

Finally, the budget includes an increase of $25 million to support 
the 2007 Census of Agriculture. 

The budget does fully fund the expected requirements of our 
three major nutrition programs: WIC, food stamps, and the school 
lunch program. For WIC, which is our largest discretionary pro- 
gram, the budget proposes $5.5 billion in program level to support 
the estimated 8.3 million participants. For food stamps, the budget 
includes resources to fully fund the estimated food cost inflation 
and participation, and provides a $3 billion contingency in case 
costs exceed the estimated level. We expect an increased level of 
school lunch participation due to the increased number of school 
age children, so we include an additional $632 million for our Chil- 
dren Nutrition Programs. 

We have had tremendous response to MyPyramid, and I’m con- 
fident the awareness of eating a nutritious diet and being active 
will improve the health of Americans. So in order to continue this 
success, the budget includes a small increase to make enhance- 
ments to MyPyramid. 


PREPARED STATEMENTS 

Let me just wrap up and say I want to emphasize that the budg- 
et before you strengthens agriculture and rural economies. It pro- 
tects our food supply. It builds on our conservation efforts, and pro- 
vides for the neediest of our citizens. With that, those of us at the 
table would be happy to respond to your questions verbally or to 
submit answers in writing where appropriate. Thank you, Mr. 
Chairman. 

[The statements follow:] 

Prepared Statement of Mike Johanns 

Mr. Chairman and distinguished members of this Committee, I am pleased to ap- 
pear before you to discuss the fiscal year 2008 budget for the Department of Agri- 
culture (USDA). 

I am joined today by Deputy Secretary Chuck Conner; Scott Steele, our Budget 
Officer; and Keith Collins, our Chief Economist. 

It is a pleasure to come before the Committee to discuss U.S. agriculture and our 
efforts to make it stronger. I want to thank the Committee again this year for its 
support of USDA and for the long history of effective cooperation between this Com- 
mittee and the Department in support of American agriculture. I look forward to 
working with you, Mr. Chairman, as well as the other Members to make progress 
on these issues during the 2008 budget process and to ensure strong programs for 
our Nation’s farm sector and many other USDA programs. 

Over the past year, USDA has worked with and heard from people throughout 
the Nation about the importance of agriculture to the economy and the everyday life 
of all Americans. I am happy to report that we have made much progress in meeting 
the needs of the Nation, improving the rural economy, and strengthening U.S. agri- 
culture. I would like to point out that: 

— Under President Bush’s economic policy, rural America and U.S. agriculture has 
prospered. 

— Renewable energy production has grown dramatically and is contributing to the 
energy security of the United States as well as improving the farm economy. 

— Utilizing $91 million in emergency supplemental funding, USDA significantly 
increased its efforts to prepare for a potential influenza pandemic and partici- 
pated in the worldwide effort to stop the spread of the H5N1 virus overseas. 

— We are making considerable progress in ensuring the safety of meat, poultry, 
and egg products. Recalls of meat and poultry and processed egg products have 
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been cut in half during the last 4 years due to improved oversight and the 
downward trend is continuing. 

— U.S. agricultural exports again reached a record level in 2006, and are forecast 
to set another record in 2007. The 2007 forecast level represents an increase 
of more than 50 percent since 2000. 

— We have continued our efforts to open new markets. During the past year, 
Trade Promotion Agreements were signed with Colombia and Peru, and nego- 
tiations were completed with Panama. 

— We remain committed to our objective of achieving fundamental reform of agri- 
cultural trading practices through the Doha Round of multilateral trade nego- 
tiations. Although no major breakthroughs have been achieved, we are actively 
engaged in discussions with our trading partners on technical aspects of each 
of the three pillars in the agricultural area. We continue to believe a successful 
outcome is achievable. 

— We are continuing to regain our beef export market. Markets have been re- 
opened or maintained in the countries that closed their borders to U.S. beef 
products after the first detection of BSE. Recent progress has been made in 
such countries as Russia, Columbia, Peru, and Panama. 

— We have had tremendous response to MyPyramid, and I am confident that as 
awareness of the importance of eating a nutritious diet and being physically ac- 
tive increases, so will the health of Americans. 

On January 31, 2007, I announced a comprehensive set of 2007 Farm Bill pro- 
posals for strengthening the farm economy and rural America. The 2008 budget is 
based on the current Farm Bill. However, beginning in 2008, the budget incor- 
porates a $500 million increase each year in the Commodity Credit Corporation 
(CCC) estimates to accommodate the cost of new Farm Bill proposals to be allocated 
among the various titles of the bill. 

2008 Budget 

The President and the Congress are facing many challenges. The President’s 2008 
budget meets these challenges by funding our highest, most important priorities, 
while exercising the fiscal discipline that is absolutely necessary to achieve the 
President’s goals of strengthening the economy and balancing the budget. 

Today, I will be focusing on the proposals contained in the 2008 budget. Let me 
take a moment to briefly point out how this budget supports our highest priority 
programs — programs that achieve results. This budget: 

— Fulfills our commitment to reduce trade barriers and expand overseas markets; 

— Supports the President’s vision for energy independence by significantly increas- 
ing funding for biofuels; 

— Continues programs vital to the protection of agriculture from disease, pests, 
and human threats, including avian influenza and BSE; 

— Supports policies that ensure Americans continue to enjoy a safe and whole- 
some food supply; 

— Provides sufficient resources to fully fund expected participation and food cost 
inflation in our major nutrition assistance programs; 

— Enhances the environment by providing a record level of funding to enroll a 
record number of acres into conservation programs; 

— Builds a strong rural economy by supporting policies that enhance job creation, 
improve rural infrastructure, and increase homeownership opportunities; and 

— Supports on-going basic and applied sciences that provide the technology and 
information necessary for the development of innovative solutions facing Amer- 
ican agriculture; 

USDA also shares the responsibility of controlling Federal spending. This means 
doing more with less, eliminating programs that are not getting the job done, cut- 
ting out wasteful spending, and reforming the earmark process. We are pleased that 
the House Joint Resolution for 2007 continuing appropriations significantly reduced 
USDA’s earmarks, and hopes that the Committee will continue those worthy efforts. 
So, you will see throughout the 2008 budget proposals that terminate or reduce 
spending. These proposals will produce real savings in both mandatory and discre- 
tionary spending. 

The President’s 2008 budget, which was released on February 5, 2007, proposes 
to increase USDA’s total budget authority from $88 billion in 2007 to $91 billion 
in 2008. For the Department’s discretionary budget, the overall request is $20 bil- 
lion, about the same level as in 2007 level. The discretionary appropriation request 
pending before this Committee, which does not include the Forest Service, is $16 
billion. 

I would now like to focus on some specific program highlights. 
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Pathogenic Avian Influenza (Ad) 

The infrastructure developed in response to outbreaks of highly pathogenic AI has 
enabled the Department to strengthen its global leadership in combating its spread 
and keeping it from entering the United States. Utilizing the supplemental funding 
provided in fiscal year 2006, the Department has worked closely with international 
agencies and other countries to enhance the international capacity and technical 
skills necessary to keep AI at bay. Domestic efforts have built upon USDA programs 
that have been in place for more than two decades to prevent an outbreak of dan- 
gerous strains of AI in our country. 

The 2008 budget requests a total of approximately $82 million to continue and 
enhance on-going efforts related to AI, an increase of $32 million over the amount 
estimated for 2007, not including supplemental funds. Of the increase, $20 million 
is related to continuing activities related to highly pathogenic AI, including: surveil- 
lance and diagnostics work; preparedness and response efforts; and international 
veterinary capacity building. An additional increase of $6 million is requested for 
the development of methods to detect AI in the environment and further AI re- 
search, including development of poultry vaccines. Another $6 million increase is re- 
quested to expand activities related to the on-going program for low pathogenic AI. 
Low pathogenic AI is of concern for its potential costs to the poultry industry and 
potential ability to mutate into highly pathogenic AI. 

Food and Agriculture Defense Initiative 

USDA continues to be vigilant in ensuring the safety of agriculture. The Depart- 
ment is a strong partner in the Administration’s efforts to prepare for any potential 
bioterrorist attack. We have established effective working relationships with other 
Federal agencies to ensure an appropriate Government response to a wide array of 
threats. 

To protect American agriculture and the food supply from intentional terrorist 
threats and unintentional introductions, the budget proposes $341 million for 
USDA’s part of the President’s Food and Agriculture Defense Initiative. Funding for 
ongoing programs is $325 million, an increase of nearly $148 million from the 2007 
level. Of the total amount for on-going programs, an increase of about $36 million 
for Food Defense would enhance the Food Safety and Inspection Service’s (FSIS) 
ability to detect and respond to food emergencies and for USDA research agencies 
to conduct related research. For Agriculture Defense, the budget includes an in- 
crease of about $39 million for research on emerging and exotic diseases to, among 
other things, improve animal vaccines and facilitate rapid response to agricultural 
threats. An additional $72 million would be used to improve USDA’s ability to safe- 
guard the agricultural sector through enhanced monitoring and surveillance of pest 
and disease threats, improved response capabilities, and other efforts, such as an 
expansion of the National Veterinary Stockpile. 

In order to keep USDA in the forefront of avian disease research, the budget re- 
quests an increase of $16 million for planning and design of the Consolidated Poul- 
try Research Facility in Athens, Georgia. This facility is critically needed to conduct 
research on exotic and emerging avian diseases that could have devastating effects 
on animal and human health. 

Food Safety 

Americans enjoy one of the safest food supplies in the world. Data from the Cen- 
ters for Disease Control and Prevention shows improvements based on historical re- 
ductions in the incidence of foodborne illness. The continued reduction in illnesses 
from pathogens associated with the consumption of meat, poultry, and egg products 
is a tremendous success story. These results demonstrate that we are moving in the 
right direction. USDA is committed to continuing this positive trend in the future. 
We will continue to pursue the development and implementation of risk-based in- 
spection systems that are grounded in science. These systems will make us smarter 
about where we focus our resources and our expertise to make the most difference. 

The 2008 budget requests record funding of nearly $1.1 billion, an increase of 
$104 million over 2007, for FSIS to protect the Nation’s supply of meat, poultry and 
egg products. This includes $930 million in appropriated funds. About 80 percent 
of the increase in funds is for pay, including monies required for Federal and State 
inspection programs to meet the demand for inspection services. The budget re- 
quests an increase of $21.7 million to expand the Food Emergency Response Net- 
work (FERN and strengthen food and agriculture defense. With this funding, FSIS 
will continue to develop the network of food laboratories and the result will be an 
increase in the capability of a network of coordinated Federal, State and local lab- 
oratories to handle large volumes of testing that would be needed for biosurveillance 
or in the event of a widespread food emergency. 
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The budget estimates that $135 million in existing user fees for voluntary inspec- 
tion will be collected. For 2008, we will be submitting authorizing legislation to Con- 
gress to collect an additional $96 million in user fees. The budget does not assume 
the use of these fees. Discretionary funding to cover the total cost of the program 
is included in the request. This includes legislation to authorize a licensing fee to 
collect $92 million from meat, poultry, and egg products establishments. In addition, 
it would also authorize the agency to recover $4 million for the cost of providing 
additional inspection services from establishments as a result of performance fail- 
ures, such as sampling violations, recalls, or an outbreak of foodborne illness. 

Energy 

Another priority for the Department and the Administration is a continued focus 
on expanding renewable energy. I sit before you today with the belief that renew- 
able energy, supported by American agriculture and forestry, holds tremendous po- 
tential for the Nation’s future. We are starting to see that the benefits of renewable 
energy are far-reaching and will continue to grow as energy production from renew- 
able sources continues to expand in the near future. Renewable fuels reduce our de- 
pendence on foreign oil, which contributes to our Nation’s security. Renewable fuels 
are environmentally friendly and produce fewer emissions of greenhouse gases than 
fossil fuels. Furthermore, renewable fuels are often produced in rural areas, pro- 
viding a source of income for farmers, ranchers and rural Americans. 

USDA is committed to ensuring that renewable fuels production continues to help 
meet the Nation’s energy and security needs. The budget includes $396 million, an 
increase of $161 million, for the Department’s energy initiatives. Part of USDA’s 
commitment is demonstrated through research activities. The 2008 budget includes 
$70 million, an increase of $29 million, for energy research supported by ARS and 
CSREES. A majority of this research will focus on improving cellulosic ethanol pro- 
duction by improving feedstock growth potential and introducing new ways to har- 
vest, handle, and transport the feedstock to production facilities. In addition, USDA 
is working to improve the conversion efficiency of biomass feedstocks into biofuels 
and bioproducts. This research will lead to new opportunities to expand renewable 
fuel’s potential to meet the Nation’s energy needs, while creating significant oppor- 
tunities for farmers, ranchers, and rural communities. 

In addition to this research, the budget would make available nearly $320 million 
in grants, guaranteed loans, and other efforts to support the commercialization of 
renewable energy production. Through the Rural Development mission area, USDA 
is making financial support available to leverage private sector funding for small 
and large-scale, renewable energy generation activities. This financial support pro- 
vides incentives for individuals and cooperatives to choose renewable energy produc- 
tion methods. USDA has also encouraged the development of various renewable en- 
ergy projects, including ethanol plants and wind farms. We remain committed to ex- 
panding these opportunities to improve the Nation’s energy security and environ- 
ment, while providing additional possibilities to U.S. agricultural and rural commu- 
nities. 

Farm Commodity and Agriculture Credit Programs 

Rising crop prices, particularly for corn, has had a major impact on farm program 
costs, which is due to the rapid growth in ethanol production. As a result, farmers 
are relying more on the market for revenue rather than payments from the Govern- 
ment. As such, net outlays for the farm commodity programs funded through the 
Commodity Credit Corporation (CCC) are expected to decline significantly in 2007 
and 2008 as rising prices for corn and other major commodities are reducing out- 
lays. Compared to estimates made when the 2002 Farm Bill was enacted, actual 
spending for CCC funded programs, which excludes some conservation programs, 
has been about $17 billion below the 2002 projections when ad hoc disaster assist- 
ance is excluded. Beginning in 2008, the budget incorporates a $500 million increase 
each year in the CCC estimates to accommodate the cost of the new Farm Bill pro- 
posals. This additional funding will be spread among various titles of the Farm Bill. 

USDA’s farm credit programs provide an important safety net for farmers by pro- 
viding a source of credit when they are temporarily unable to obtain credit from 
commercial sources. The 2008 budget supports about $3.4 billion in direct and guar- 
anteed farm loans. The 2008 budget proposes loan levels that generally reflect ac- 
tual usage in recent years. 

The budget requests $1.5 billion for the Farm Service Agency to deliver farm pro- 
grams. This level of funding will support approximately the same number of staff 
years as in 2007 and includes the funding to support ongoing operational needs 
based on current programs and the current delivery system. Once the parameters 
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of the new F arm Bill are known, we may need to re-evaluate resource needs for pro- 
gram implementation, including staffing and information technology (IT). 

Crop Insurance 

Crop insurance is designed to be the primary Federal risk management tool for 
farmers and ranchers. In 2008, crop insurance is expected to provide coverage for 
nearly $68 billion in risk protection, double the amount of coverage provided as re- 
cently as 2000. This growth has been accomplished, in part, through the develop- 
ment of new and innovative plans of insurance. These innovations have expanded 
coverage to new crops or improved the coverage available under existing policies. 

Over the years, Congress has challenged USDA to expand the availability of crop 
insurance to under-served commodities, in particular, to livestock and pasture, 
rangeland, and forage. I am happy to say that USDA is meeting that challenge. 
Currently, the crop insurance program offers protection for swine, fed cattle, feeder 
cattle; and, new for 2007, lamb. Also new for 2007, the crop insurance program is 
offering two innovative programs covering pasture, rangeland, and forage. 

In order to build on these successes, Risk Management Agency’s (RMA) aging in- 
formation technology (IT) system needs to be modernized. The existing IT system 
has been in service for more than a decade and needs to be upgraded to address 
evolving programmatic needs. That system was designed for a much smaller and 
simpler program. As a result, RMA must use numerous manual over-rides and 
work-arounds to support the new insurance products. This manual intervention in- 
creases the costs to maintain and operate the system. It also increases the risk of 
data errors that could jeopardize the integrity of the crop insurance program. The 
2008 budget includes a legislative proposal to initiate a small participation fee in 
the Federal crop insurance program to fund modernization and maintenance of a 
new IT system. The fee would generate about $15 million annually, which would 
initially supplement the annual appropriation to modernize the IT system. However, 
in future years, the fee would replace appropriated funding for IT maintenance. 

In addition, the 2008 budget includes about $79 million in discretionary funding 
to administer the Federal crop insurance program, compared to about $76 million 
for 2007. The increase would accommodate pay costs and inflationary increases. The 
budget also includes a general provision to fund data mining and the common infor- 
mation management system through the crop insurance mandatory account. 

International Programs 

Expanding access to global markets is essential for U.S. food and agricultural 
products, and plays a critical role in our efforts to provide a prosperous future for 
America’s farmers and ranchers. In this regard, we must ensure that our producers 
and exporters have the tools they need to compete for a greater share of the benefits 
flowing from trade agreements and the resulting expansion in global markets. 

Our 2008 budget proposals support our continued commitment to trade expansion 
activities. Increased funding is provided for the Foreign Agricultural Service (FAS) 
to maintain its overseas office presence and continue its representation and advo- 
cacy activities on behalf of American agriculture. 

The FAS budget includes funding to restore the Cochran Fellowship Program to 
its traditional annual appropriated level of $5 million and also provides funding for 
FAS trade capacity building activities. Those activities assist developing countries 
to strengthen their agricultural policy making and regulatory systems adhere to 
internationally recognized standards and become better trading partners. By assist- 
ing them to adopt policies that meet World Trade Organization standards and adopt 
regulatory systems that are transparent and science-based, we improve access for 
U.S. products to their markets. 

For the foreign food assistance programs, the budget continues to place the high- 
est priority on meeting emergency and economic development needs of developing 
countries. Appropriated funding for the McGovern-Dole International Food for Edu- 
cation and Child Nutrition Program is increased to $100 million, which will allow 
USDA to extend school feeding and educational benefits to about 2.5 million women 
and children during 2008. The program is helping children in countries with severe 
educational and nutritional needs. In recent years, more than 13 million children 
throughout the world have received benefits from the McGovern-Dole program and 
its predecessor, the Global Food for Education Initiative. 

In order to respond to emergency food needs during 2007, supplemental appro- 
priations of $350 million are being requested for the Public Law 480 Title II dona- 
tions program. The additional funding will be used to address urgent humanitarian 
needs in the Darfur region of Sudan, including for refugees and others in Chad and 
surrounding areas who are affected by the violence. The funding will also assist in 
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meeting other critical food needs, particularly in the Horn of Africa, southern Africa, 
and Afghanistan. 

For 2008, the budget requests appropriated funding of $1.2 billion for the Public 
Law 480 Title II program, which is expected to support the donation of 2.5 million 
metric tons of food commodities. In addition, to help improve the timeliness, effi- 
ciency, and effectiveness of the U.S. Government’s response to emergency situations, 
increased flexibility is requested in the purchasing of Title II commodities. 

In addition, the budget requests funding in the Office of the Secretary to support 
the Department’s efforts to assist in agricultural reconstruction activities in Afghan- 
istan and Iraq. USDA is providing technical advisors assigned to the Ministry of Ag- 
riculture in Iraq who are assisting in agricultural planning, extension, and food 
safety and inspection. Other agricultural advisors are serving on the Provincial Re- 
construction Teams (PRTs) working in the rural provinces of Afghanistan and Iraq 
on activities such as irrigation system rehabilitation, post-harvest loss reduction, 
marketing system improvements, and livestock health. These advisors are providing 
much needed, valuable assistance in addressing a wide range of problems brought 
on by years of neglect and mismanagement in the agricultural sectors of these two 
countries. 

Conservation 

USDA also fosters environmental stewardship through conservation programs 
supported with mandatory CCC funding. The 2008 budget reflects an unprecedented 
commitment to conservation and includes nearly $4 billion in mandatory funding to 
provide conservation financial and technical assistance on a cumulative total of 215 
million acres, the greatest amount of conservation assistance provided in the Na- 
tion’s history. 

Within the total amount of mandatory funds, the budget proposes over $455 mil- 
lion for the Wetlands Reserve Program (WRP), an increase of $191 million, or nearly 
72 percent over 2007. The projected WRP enrollment for 2008 would be the largest 
ever, involving up to 250,000 acres, and will bring the total acreage enrolled in the 
program to 2,275,000 acres, the maximum level authorized by the 2002 Farm Bill. 
The WRP is the principal supporter of the President’s goal to restore, protect, and 
enhance 3 million acres of wetlands by 2009. 

The Conservation Reserve Program (CRP) accounts for more than half of the man- 
datory funds with total funding of just over $2 billion. Enrollment in CRP is ex- 
pected to decline by about 9 percent to 33.6 million acres in 2008. Although contin- 
uous sign-ups will be maintained, no general signups are assumed for 2007 and 
2008 due to the increase in corn production to meet the demand for ethanol. Fund- 
ing for the Environmental Quality Incentives Program will be maintained at $1 bil- 
lion to treat more than 170 million acres in 2008. The budget requests an increase 
of $57 million for the Conservation Security Program for total funding of $316 mil- 
lion. This level of funding will continue support to the more than 19,000 contracts 
signed in prior years. 

The 2008 budget includes $825 million in discretionary funding for on-going con- 
servation work, a decrease of $94 million below the 2007 level. This level of funding 
supports programs that provide the highest quality technical assistance to farmers 
and ranchers and address the most serious natural resource concerns. The budget 
includes a proposal to reduce the number of Federal coordinator positions funded 
under the Resource Conservation and Development (RC&D) program, for a savings 
of $36 million. Under this proposal, the number of authorized RC&D areas would 
be maintained at the current level of 375, but coordinators would provide assistance 
to multiple areas by focusing on programmatic oversight. 

Rural Development 

Through Rural Development (RD) programs, USDA improves the economy and 
quality of life in all of rural America by supporting essential housing and public fa- 
cilities, such as water and sewer systems, health clinics, and electric and tele- 
communication systems. In addition, RD promotes economic development by pro- 
viding guaranteed loans to businesses in coordination with the private sector. 

The 2008 budget supports $14.9 billion for the RD programs. This is about $985 
million more than the amount estimated to be available for 2007. At the requested 
level, most key rural development programs would be maintained at their historic 
operating levels. 

The 2008 budget does, however, contain some important changes in policy and 
funding priorities. In particular, the 2008 budget significantly increases funding for 
single-family guaranteed loans. Guaranteed loans, which are unsubsidized, have ac- 
counted for almost all of the growth in USDA’s bomeownership assistance. Due to 
the success of guaranteed single-family loans in meeting the needs of rural citizens, 
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the budget does not include funding for direct single-family loans, a reduction of 
nearly $1.2 billion. While not funding direct loans is a change in policy for USDA, 
it is consistent with Federal housing policy as reflected in the programs adminis- 
tered by the Departments of Housing and Urban Development and Veterans Affairs. 
Moreover, it reflects recent changes in the home mortgage market that allow more 
low-income families to qualify for private sector loans. USDA’s single family guaran- 
teed program is expected to provide 39,000 homeownership opportunities in 2008. 

With regard to multi-family housing, the 2008 budget includes $567 million for 
rental assistance payments. This funding is needed to provide for a higher rate of 
renewals due to recent action to reduce the renewal period from 5 to 1 year. The 
2008 budget also includes $27.8 million to continue the Administration’s initiative 
to revitalize USDA’s portfolio of multi-family housing projects, which are home to 
close to half a million low-income families. A recent Supreme Court decision allows 
project sponsors to prepay their loans and convert their projects to uses other than 
low-income housing, putting tenants at risk of higher rents and potential loss of 
housing. The Administration’s initiative includes providing housing vouchers to pro- 
tect the rents of tenants of projects that are withdrawn from the portfolio, as well 
as the restructuring of existing loans in exchange for the project sponsor’s agree- 
ment to stay in the program and make improvements to their projects. A pilot pro- 
gram, as authorized by the 2006 Appropriations Act is already underway. The Ad- 
ministration plans to resubmit to the Congress draft legislation to authorize debt 
restructuring and other revitalization incentives. 

For the on-going electric and telecommunications programs, the 2008 budget sup- 
ports about $4.8 billion in direct loans, of which $4.1 billion would be for the electric 
programs. Most electric loans would be at interest rates that are currently com- 
parable to the direct municipal and direct Treasury rate programs. Combined, these 
programs would simplify the overall program with essentially no adverse impact on 
borrowers. The electric program would focus on financing the distribution and trans- 
mission of power and the improvement of existing generation facilities. The commer- 
cial sector should be relied on for financing new power generation. For the water 
and waste disposal program, the 2008 budget provides for $349 million in grants 
and almost $1.1 billion in direct loans. This reflects a lower grant-to-loan ratio than 
the current program because the Administration is re-proposing its plan to reduce 
interest rates in exchange for a reduced amount of grants. For most rural commu- 
nities, which receive a combination of loan and grant assistance, the reduction in 
interest rates would be of greater benefit because it would reduce the overall debt 
servicing costs of their projects. 

The 2008 budget includes additional funding for the renewable energy and energy 
efficiency loan and grant program. It includes $15 million for grants and supports 
$195 million in guaranteed loans, compared to $11 million for grants and $175 mil- 
lion in loans estimated to be available for 2007. 

The business and industry guaranteed loan program would be increased to $1 bil- 
lion, which is the historic funding level for this program. This program and the 
intermediary re-lending program have been an important source of job creation in 
rural communities. 

Research 

Over the last century, productivity has been a major focus of agricultural re- 
search. Driven by advances in plant and animal genetics, nutrition, and health, this 
research has paid off with major gains. Agricultural research is taking on the chal- 
lenges of a new century and USDA’s leadership will continue through innovative re- 
search in bioenergy production, obesity prevention, and food and agricultural de- 
fense. 

Advances in science have opened new frontiers in agricultural research that have 
put solutions to national challenges within our reach. It is important that we seize 
the opportunity by focusing our resources and efforts on the highest priority work 
relevant to the needs of producers and consumers of agricultural products. Our 
budget requests over $1 billion for the Agricultural Research Service. The proposed 
level includes $104 million in increases for high priority research on food and agri- 
cultural defense, bioenergy, plant and animal genomics and genetics, and human 
nutrition and obesity prevention. These lines of investigation have great potential 
to benefit producers and consumers; assure an abundant, safe, and inexpensive sup- 
ply of food; and ensure the preservation of our natural resource base. The budget 
proposes elimination of $293 million of earmarked research and facility projects in 
ARS. 

A key factor in the success of agricultural research has been our continuing part- 
nership with the land-grant universities and other performers of agricultural, nat- 
ural resource and food research. These institutions provide a unique set of expertise 



17 


in the range of scientific disciplines needed to address complex issues facing the 
food, agriculture and natural resource communities. Further, these partnerships fos- 
ter the transfer of knowledge through higher education and the unique system of 
Extension that has been so successful in America. Our budget continues our support 
for university-based research, higher education and extension programs and ad- 
dresses the need to focus those resources on the highest priorities. Under our pro- 
posal we are placing a greater emphasis on merit-based, peer-reviewed grants to 
achieve the highest quality research from taxpayer dollars. In addition, $157 million 
of earmarked Cooperative State Research, Education, and Extension Service re- 
search grants and lower priority projects would be eliminated. 

A major element of the research budget is an increase of $68 million, for total 
funding of $257 million, for the National Research Initiative — the Nation’s premier 
competitive, peer-reviewed research program for fundamental and applied sciences 
in agriculture. This increase includes funding for bioenergy and biobased fuels, one 
of the Department’s highest priority initiatives. It also supports integrated projects 
that focus on water quality, food safety, organic transition, and pest management. 
In total, $29 million would be added to CSREES programs for research in bioenergy. 

A longstanding part of USDA support for the university research partnership has 
been through the Hatch Act and Mclntire-Stennis Act formula grant programs. As 
stated above, the budget continues funding for these programs with a proposal to 
emphasize funding for competitively awarded multi-state research programs to en- 
sure the highest quality research proposals are supported. We will be working in 
close consultation with our university partners to craft the details of these modifica- 
tions. 

The budget includes an increase of $25 million to support the 2007 Census of Ag- 
riculture, the most comprehensive source of statistically reliable information regard- 
ing our Nation’s agriculture. With information collected at the national, State, and 
county levels, the Census provides invaluable, comprehensive data on the agricul- 
tural economy which are relied upon to keep agricultural markets stable and effi- 
cient. 

Nutrition Assistance 

The budget contains sufficient resources to fully fund expected participation and 
food cost inflation for the Department’s three major nutrition assistance programs — 
Food Stamps; Women, Infants and Children (WIC); and Child Nutrition. Participa- 
tion levels fluctuate with economic conditions and the budget keeps pace. WIC par- 
ticipation is expected to grow slowly in 2008 to a total of 8.3 million participants, 
while Food Stamp participation is estimated at 26.2 million, roughly the 2007 level. 
School Lunch participation is estimated to grow about 2 percent to keep pace with 
the growing student population, as it has in recent years, to a new record level of 
31.5 million children per day. 

For Food Stamps, legislation will be proposed that would exclude all retirement 
and education savings accounts from eligibility determinations regardless of how 
other programs treat them. By 2010, this would allow about 98,000 additional peo- 
ple to participate who, otherwise, would have been ineligible unless they spent down 
fheir retirement and education savings. This would add an estimated $44 million 
in costs for 2008 and about $138 million in 2010 when fully implemented. The 2008 
budget also reproposes legislation to restrict participation among certain households 
with incomes or resources above normal eligibility thresholds. Affected households 
are those that do not receive cash Temporary Assistance for Needy Families (TANF) 
benefits, but become categorically eligible for food stamps because they receive a 
TANF-funded service, such as a one-time referral. This change would reduce costs 
by an estimated $65 million in 2008, with additional savings in subsequent years. 

The WIC request provides full funding for all those estimated to be eligible and 
seeking services. At the same time, the Department will work with stakeholders to 
contain costs and continue to improve the program’s performance. WIC legislative 
proposals include limiting administrative funding to the 2006 per participant level 
and limiting categorical eligibility to those with incomes under 250 percent of pov- 
erty. 

The 2008 budget reproposes elimination of the Commodity Supplemental Food 
Program (CSFP), which is not available nationwide and duplicates two of the Na- 
tion’s largest Federal nutrition assistance programs — Food Stamps and WIC. Eligi- 
ble women, infants and children participating in CSFP will be encouraged to mi- 
grate to the WIC Program. Eligible elderly CSFP recipients will be encouraged to 
migrate to the Food Stamp Program, where most are believed to be eligible. The 
budget includes temporary transitional benefits for CSFP participants 60 years of 
age or older equaling $20 per month for the lesser of 6 months or until the recipient 
starts participating in the Food Stamp Program. 
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As I mentioned earlier, we have had a great deal of success in promoting healthy 
eating habits and active lifestyles with MyPyramid. The MyPyramid website has re- 
ceived 2.6 billion hits since it was made available in April 2005. In order to continue 
this success, the budget includes an increase of $2 million to make enhancements 
to MyPyramid and to begin planning for the 2010 Dietary Guidelines for Americans. 
This supports two pillars of President Bush’s HealthierUS Initiative, to eat a nutri- 
tious diet and to be physically active, and will help reduce obesity in America. 

Department Management 

The 2008 budget continues our progress in improving the overall management of 
the Department. Increased funding is being sought for selected key priorities includ- 
ing: 

-Replacing the Department’s outdated, core financial system and supporting sys- 
tems that no longer meet all Federal standards for financial reporting and man- 
agement. The budget requests funding to begin a multi-year implementation of 
a replacement system that will provide consistency and increase efficiencies for 
financial reporting across the Department. The new system will strengthen in- 
ternal controls, eliminate material weaknesses, and diminish improper pay- 
ments, which will improve the Department’s overall financial management. 

— Expanding Civil Rights compliance reviews of agency hiring practices and pro- 
gram activities. These reviews allow the Department to identify and address 
issues of inequality and unfairness in personnel decisions and the delivery of 
its program benefits. 

— Continuing capital improvements to USDA facilities to ensure that employees 
and customers have a safe and modern working environment. 

In closing, I want to emphasize that the USDA budget fully supports the Presi- 
dent’s goals to strengthen the economy, increase security, and restrain spending. 
The budget before you addresses these goals by funding our highest priorities. These 
funding priorities strengthen agriculture and rural economies, protect our food sup- 
ply, build on our conservation efforts, and provide for the neediest individuals. 

That concludes my statement. I look forward to working with Members and staff 
of the Committee and will be glad to answer questions you may have on our budget 
proposals. 


Prepared Statement of Boyd K. Rutherford, Assistant Secretary for 
Administration, Department of Administration 

Mr. Chairman and members of the Subcommittee, thank you for the opportunity 
to submit this statement supporting the President’s budget proposal for fiscal year 
2008 for the Department of Agriculture’s (USDA) Departmental Administration. 

Departmental Administration (DA) is at the core of USDA’s management initia- 
tives. Through a strong commitment to the President’s Management Agenda, we 
have realigned our services to provide continued leadership and better program 
management, resulting in greater efficiencies, enhanced internal controls and effec- 
tive customer service. DA enhances Department-wide strategies by ensuring appro- 
priate administrative policy and by providing essential management to all agencies 
and staff offices. This is accomplished through our Department-wide management 
services, which include: human capital management; facilities operations; security 
services; procurement and property management; small business utilization; Admin- 
istrative Law support; and ethics guidance. 

FISCAL YEAR 2008 OBJECTIVES 

DA has the following objectives for fiscal year 2008 that contribute to the Depart- 
ment’s ability to successfully fulfill its mission: 

— Ensure USDA has a diverse, ethical, results-oriented workforce able to meet 
mission priorities and work cooperatively with USDA partners and the private 
sector. 

— Ensure USDA has a trained acquisition workforce with the procurement policies 
and systems needed to ensure responsiveness, high quality, cost-effectiveness, 
and accountability using an increasingly diverse vendor pool and range of prod- 
ucts. 

— Promote the efficient and economical use of USDA’s resources to support cus- 
tomers, promote organizational productivity, and ensure accountability. 

— Provide the policies, technical guidance, and operating environment that en- 
hance the safety and security of USDA personnel, information and facilities, 
and the continuity of its vital programs and operations. 

— Provide formal adjudicative support. 
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— Expand the implementation of the BioPreferred SM Program within USDA and 
other Federal agencies. The BioPreferred SM Program, authorized in the 2002 
Farm Bill, is a Federal procurement program that requires that Federal agen- 
cies provide a preference for the purchase of USDA designated biobased prod- 
ucts. In fiscal year 2008 DA will be jointly focused on establishing USDA as a 
leader in biobased purchases and providing support and guidance to other Fed- 
eral agencies and to biobased manufacturers. 

FISCAL YEAR 2008 REQUEST 

DA’s fiscal year 2008 budget request is divided into three separate appropriations: 
DA Direct; Agricultural Building and Facilities and Rental Payments; and Haz- 
ardous Material Management. 


DA DIRECT 

The DA Direct fiscal year 2008 budget is $24,608,000, which funds personnel and 
office operations costs. The increased request will address the following: 

— An increase to cover personnel costs for 2007 and 2008. This appropriation 
funds administrative support in the National Capital Area and on-going pro- 
grams in human capital management and small business utilization across the 
Department. 

— An increase for Continuity of Operations (COOP) for the Office of the Secretary, 
providing guidance and training to the mission areas, and providing support 
and training to USDA’s National Emergency Preparedness Team. These efforts 
will ensure USDA is compliant with Executive Orders and Presidential Direc- 
tives associated with Emergency Preparedness and requirements for Executive 
Branch COOP. 

AGRICULTURE BUILDINGS AND FACILITIES AND RENTAL PAYMENTS 

The fiscal year 2008 budget request for Agricultural Building and Facilities and 
Rental Payments is $216,837,000, of which $156,590,000 is for rental payments to 
the General Services Administration (GSA) and Department of Homeland Security 
for security payments and $60,247,000 for Building Operations and Maintenance. 

The increased request addresses the following: 

— An increase for the Central Rent Account is needed to fund the estimated cost 
of GSA space assignments and physical security costs payable to the Depart- 
ment of Homeland Security, increased lease expenses, maintenance services, 
and preventative maintenance services of the fire alarm and switchgear systems 
located at the USDA Headquarters Complex. 

— An increase for repairs and maintenance projects for the USDA South Building. 
The South Building of the Headquarters Complex was built between 1930 and 
1936 and houses approximately 4,600 employees. It is in much need of repair 
and maintenance. Repairs are needed to bring several major systems up to cur- 
rent code requirements and to generally improve employee safety. Providing a 
safe and healthy work environment for our employees supports our Human 
Capital Objective. 

— An increase to cover the rising cost for steam and electric utilities for the USDA 
Headquarters Complex. GSA has notified USDA to expect significant increases 
in 2007 and 2008 utility costs. In 2005, the price of GSA’s district steam in- 
creased by 22 percent. Paying utility costs from current Building Operations 
funding will reduce funding available to address the existing maintenance and 
repair needs for the facilities and possibly contribute to future system failures. 

— An increase for annual contract increases due to the Fair Labor Standards Act 
and collective bargaining. This request is needed to pay mandatory increases for 
payroll and other fixed and discretionary costs associated with operating USDA 
facilities. This request supports DA’s continuing efforts to provide high quality 
services so that USDA personnel have the space, facilities, mail and property 
services, personnel support and resources needed to deliver their program serv- 
ices in a timely and effective manner. 

— An increase to support the Building Operations and Maintenance staffs in per- 
forming preventive and routine maintenance and repairs in the USDA Head- 
quarters’ Complex, including the George Washington Carver Center. This in- 
crease will cover rising general operating costs and preventive maintenance re- 
pairs to major systems within the Headquarters’ Complex. The lack of funding 
in previous years for major repairs has led to a series of system failures which 
includes: repairs for building roofs and major plumbing, electrical, heating, and 
air conditioning systems. Instead of being able to address these matters before 
they fail, the Department is often patching and repairing damage resulting from 
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the failure of systems long past their useful life. Routine maintenance and 
minor repairs to major systems, when done on a timely basis, prolong the life 
of equipment and avoid costly repairs and replacement if the equipment is al- 
lowed to fail. 

— An increase for the 2007 and 2008 pay costs. This increase is necessary to be 
able to maintain this office’s current staffing levels without compromising its ef- 
forts to provide a safe workplace for USDA Headquarters and the George Wash- 
ington Carver Center. 

HAZARDOUS MATERIALS MANAGEMENT 

The fiscal year 2008 budget request for Hazardous Material Management is 
$12,200,000. The increase represents pay costs. This request will fund clean-up ac- 
tivities under the Comprehensive Environmental Response, Compensation, and Li- 
ability Act (“CERCLA”) and the Resource Conservation and Recovery Act (“RCRA”). 
The purposes of the Hazardous Materials Management Program are to cleanup and 
restore USDA-managed lands. 


CONCLUSION 

The goal of DA is to provide the tools necessary for USDA to accomplish its mis- 
sion of providing effective leadership on food safety, agriculture, and natural re- 
sources. Accordingly, we respectfully ask for your support in this effort. 

Thank you for this opportunity to present Departmental Administration’s fiscal 
year 2008 request. 


Prepared Statement of David M. Combs, Chief Information Officer 

introduction 

Mr. Chairman and members of the Subcommittee, thank you for the opportunity 
to share with you our progress on using information technology (IT) to improve serv- 
ice delivery to the customers of the Department of Agriculture (USDA), while imple- 
menting Enterprise Architecture (EA) principles and Electronic Government 
(eGovernment) throughout the Department. 

USDA participates in 22 of the 30 government-wide President’s Management 
Agenda (PMA) eGovernment initiatives and eight of the nine lines-of-business. At 
the same time, under the framework of the Department’s EA, the Office of the Chief 
Information Officer (OCIO) is managing USDA IT investments to promote collabora- 
tion across common lines-of-business, reducing duplication through our internal En- 
terprise Shared Services, and finding savings by leveraging the USDA’s size/econo- 
mies-of-scale in Department-wide IT acquisitions. 

The President’s fiscal year 2008 budget request for OCIO is $16.4 million to con- 
tinue to guide the Department’s IT Strategy. We are requesting approximately 
$663,000 to cover pay costs. 

USDA’S FISCAL YEAR 2008 INFORMATION TECHNOLOGY INVESTMENT SUMMARY 

During the fiscal year 2008 USDA budget preparation process, OCIO staff scruti- 
nized agency IT investment plans to ensure alignment with USDA program delivery 
plans as well as the USDA EA. In fiscal year 2008, the Department is requesting 
about $2.1 billion for IT. Components of the IT portfolio include: 

— $816 million (39 percent of fiscal year 2008 IT spending) for transfer to the 

States for the development and maintenance of automated systems to support 

Food Stamps, WIC, and related programs. 

— $1.3 billion in IT discretionary funding as broken down, includes: 

— $467 million (36 percent) for support services (e.g. architects, design engi- 
neers, project managers, and consultants). The Department seeks to use small 
businesses, especially disabled veteran owned businesses for these services. 

— $373 million (27 percent) for Federal IT personnel costs. 

— $170 million (13 percent) for computer and network equipment, such as rout- 
ers, servers, workstations and printers. 

— $188 million (15 percent) for out-sourced services (e.g. telecommunications, 
help desk services, technical design and architect services). 

— $93 million (7 percent) for software to support our data centers, desktops, 
helpdesks and other hardware. 

Overall, the IT related proposals in this request represent about 3 percent of the 
total $67 billion proposed for IT investments for the Federal Government in fiscal 
year 2008. 
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SERVICE CENTER MODERNIZATION INITIATIVE — (SCMI) 

The Common Computing Environment (CCE) initiative is managed by OCIO 
working in collaboration with the Service Center Agencies’ (SCA). CCE supports 
over 36,000 Federal employees from the SCA and Information Technology Services 
(ITS), volunteers and partners in the delivery of over $55 billion in programs 
through our field office delivery system. The infrastructure is flexible and built 
around maximizing information sharing both within USDA and with other Federal, 
State and local agencies, the private sector, and USDA customers. 

The CCE is the commonly defined, commonly acquired, and commonly deployed 
IT infrastructure for the USDA county-based SCA, namely the Farm Service Agency 
(FSA), Natural Resources Conservation Service (NRCS), and Rural Development 
(RD). CCE was established to maximize data sharing, leverage investments and 
support true “one-stop shopping” for customers of the county-based agencies, and is 
managed by the ITS of OClO. ITS serves as one unified organization dedicated to 
supporting both the shared and the diverse IT requirements of the SCA and their 
partner organizations. 

Several of ITS’ significant accomplishments in 2006 include: 

— Deployment of database management systems in support of several FSA appli- 
cations was completed. 

— Completion of the Software Update Service (SUS) migration for large offices 
was completed. SUS keeps computers up-to-date with the latest critical updates, 
security updates, and service packs. To date, a total of 89 security patches have 
been tested, certified and deployed since SUS went live on August 2004. 

— Completed and awarded a Blanket Purchase Agreement (BPA) for operational 
contract support. This allows for the consolidation of many existing legacy con- 
tracts resulting in cost savings and increased operational efficiency. Another 
BPA was awarded that allows for the SCA to purchase hardware such as 
workstations and certain peripherals as their need dictates and as their funds 
allow. Over $13.7 million was spent on workstations at the end of fiscal year 
2006. 

— Deployed the Encrypted File System (EFS) to all laptops and tablet personal 
computers (PC) in the end user computer environment. EFS provides for the 
encryption of files, thus reducing the risk of compromising sensitivity data in 
the event of a lost or stolen laptop or tablet PC. 

— Conducted a disaster recovery test to simulate a loss of the Kansas City Web 
Farm; one major FSA financial application was successfully restored in St. 
Louis. Participated in the Kansas City Regional Inter-Agency Continuity of Op- 
erations Plan (COOP) Exercise. The Federal exercise tested COOP essential 
functions in the Greater Kansas City metropolitan area and their ability to effi- 
ciently perform their duties during emergency situations. More than 600 offi- 
cials representing over 30 Federal agencies participated in the exercise. This 
was the third annual exercise and it exists as the largest interagency COOP ex- 
ercise outside of Washington, DC. 

ITS management of CCE is maturing into a fee-for-service activity, while still sup- 
porting the “one-stop shopping” aims of the SCMI. This support includes contract 
consolidation, BPAs, and negotiating with the SCA for needed levels of service, 
while at the same time researching and implementing ways to achieve economies 
of scale. Because of the establishment of ITS as a fee-for-service entity, funds nec- 
essary to maintain the SCA shared IT infrastructure will be based upon the level 
of service delivery the SCA choose to effect. 

To that end, the fiscal year 2008 CCE budget is requesting no funds. For fiscal 
year 2008, the funds normally requested in the CCE appropriation can be found in 
the individual agencies’ budget requests. 

ITS provides unified management of the shared IT infrastructure of the SCA, in- 
cluding CCE but also non-CCE legacy technologies, and manages the use of the CCE 
funds. While the responsibility for developing IT applications remains with the 
agencies with little or no involvement from ITS, ITS does deploy the applications, 
provides the platforms they run on, and provides those components of the infra- 
structure that make them available, reliable, and secure. 

The organization measures its success against service level agreements with each 
of the SCA that define performance metrics and customer expectations. This pro- 
vides openness to the agencies regarding the costs of IT infrastructure, maximum 
leverage for large-scale system management techniques and technologies, and a 
basis for continuous improvement. To implement these agreements, ITS and the 
SCA negotiated the service lines, the appropriate metrics, and acceptable levels of 
service. 
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Going forward in fiscal year 2008 and beyond, ITS will determine the agency obli- 
gations based on the service usage. This will be a more equitable method that can 
also provide the agencies with the information they need to reduce costs by effec- 
tively managing their IT infrastructure use. 

Congressional support for the CCE initiative has been key to its success. As we 
move forward with ITS, Congressional support will remain critical. 

TELECOMMUNICATIONS 

USDA continues to evolve its telecommunications services to meet customer needs 
and provide secure infrastructure for the President’s expanding eGovernment initia- 
tives. Following the successful deployment of the Department’s enterprise tele- 
communications network, the Universal Telecommunications Network (UTN), all 
USDA agencies are accessing the Internet via the UTN. USDA agencies continue 
to move their existing networks to the UTN. Agency network migration and optimi- 
zation activities are achieved through a UTN Technical Review Board that is 
aligned with the Department’s IT governance methodology. 

We are also developing a Department-wide strategy for Voice over Internet Pro- 
tocol (VoIP). During fiscal year 2007, we will complete an enterprise “roadmap” for 
USDA agencies to use in their businesses cases for VoIP investments. Additionally, 
USDA is heavily engaged in the General Services Administration (GSA) Network ac- 
quisition (which we expect will help further reduce our costs) and transition activi- 
ties as well as migration activities for the transition to Internet Protocol version 6. 

NATIONAL INFORMATION TECHNOLOGY DATA CENTER (NITC) HOSTING 

NITC continues to be USDA’s centralized source for IT services offering 24/7 oper- 
ations and customer support. The organization began fee-for-services operations in 
July 1973. NITC serves the needs of over 25 USDA agencies, and more than 15 non- 
USDA agencies. Our customer portfolio grew by 10.5 percent in fiscal year 2006 to 
a total of $85.6 million. 

Certified by GSA as a Level 4 Facility, as delineated in the Department of Justice 
Security Level standards, NITC operates as a Tier IV Electrically and Tier III Me- 
chanically data center. An electrical upgrade has been completed that eliminates 
any single point of failure, increases availability, and adds redundancy. 

Recently NITC received an Office of Inspector General Unqualified Opinion in 
2006 for Internal Controls, the Commissioner’s Special Citation from the Food and 
Drug Administration for software development work, the Office of Small and Dis- 
advantaged Business Utilization Award for Service Disabled Veterans, an ePermits 
Award, and a customer survey response of 85 percent satisfied or highly satisfied. 

INFORMATION SECURITY 

For many years USDA has been slow to meet all Federal information security re- 
quirements. To address this situation, we have significantly improved the posture 
of our security program by shifting funds and developing policies and procedures. 
But there is still a tremendous amount of work to be done. The Federal Information 
Security Management Act (FISMA) and the Office of Management and Budget 
(OMB) Circular A-130 require all Federal agencies, to certify and accredit (C&A) 
their systems. Through this effort we have improved our security plans, updated 
and corrected our security documentation, tested our networks and applications for 
security weaknesses, and successfully engaged our business organizations in the dis- 
cipline of security management. 

USDA IT security staffs are now in the process of addressing security issues that 
arose through our C&A activities. Action plans have been established to mitigate 
specific security weaknesses and implement improved controls, and to meet the 
FISMA performance measures designed by OMB. These plans also support the re- 
mediation of information security weaknesses identified during the Department’s 
implementation of the Circular A-123 review. Within the OCIO, we have estab- 
lished a rigorous process to track agencies in these corrective actions and to ensure 
they are completed in a timely and efficient manner. 

In order to eliminate the root causes for our security weaknesses, we must mature 
our information security processes. Automated tools are necessary to quickly and ef- 
ficiently address cyber security risks. We must improve our ability to secure our 
data with monitoring devices and automated processes that assist in preventing dis- 
ruption by intrusion or the introduction of malicious programs. During fiscal year 
2006, we deployed an improved incident tracking system to help us better manage 
and report detected breaches. We will continue to maintain a rigorous security 
training and awareness program which requires annual participation by all USDA 
and contract personnel. 
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Through good preventative planning, such as system C&A combined with improv- 
ing the Department’s overall operational response to security challenges, we are re- 
ducing the risk associated with the electronic use and delivery of USDA information 
and services. Congressional support for the initiatives we have planned is critical 
to their achieving the desired outcome. 

ELECTRONIC GOVERNMENT 

We continue to move aggressively to implement inter-agency and inter-Depart- 
mental services to support common needs. The primary goals of our approach are 
to reduce costs and improve the quality of interactions with our customers. 

USDA, along with our partners in the other Federal agencies, has worked hard 
over the past 5 years to simplify citizen’s access and interaction with their govern- 
ment. The results of these efforts are remarkable. As part of our support of the 
PMA’s promise of easy access to the government, customers may now easily locate 
USDA’s online information and services at www.usda.gov, and with “MyUSDA”, 
visitors can customize USDA’s Web-site to provide immediate access to the informa- 
tion they regularly want to see. Currently, 59 Web-sites have moved to the Depart- 
ment’s Web standards, and another 31 agency sites are in the process of doing so. 
Our efforts reduced the burden on citizens, partners, and employees by simplifying 
access to the Department’s information and services and streamlining internal proc- 
esses. In addition, USDA is a partner in 30 inter-Departmental projects to improve 
citizen access to government. All fourteen USDA rulemaking agencies migrated in 
2006 to the Federal Docket Management System which provides citizens easy access 
to USDA regulatory action. As a result, the public can review and comment on 
USDA regulatory actions through Regulations.gov. 

USDA posts all discretionary grants to Grants.gov which provides a single loca- 
tion for citizens to find funding opportunities and the ability to apply online for 
them using common forms, processes, and systems. 

USDA is a major geospatial data producer and contributor to the Federal Govern- 
ment’s www.geodata.gov. USDA’s partnership with the initiative allows cross-De- 
partmental sharing of geospatial information and the opportunity for reducing costs. 

Through the USDA eAuthentication Service all USDA employees and over 
130,000 customers use a secure, single sign-on to access applications, thereby reduc- 
ing our customer support needs through improved security and usability. In addi- 
tion to the 230 USDA applications, users can also use their eAuthentication creden- 
tials to access any of the 24 systems integrated with the Federal E-Authentication 
Federation. The eAuthentication Service is a component of the streamlined imple- 
mentation of Homeland Security Presidential Directive 12 (HSPD-12. 

AgLearn is USDA’s implementation of the E-Training initiative. The consolidation 
of training and learning management functions within AgLearn allows agencies to 
cooperate in developing, tracking, and purchasing training. Training that has 
proved successful for one agency can easily be made available for others, eliminating 
redundant costs for course development and sharing subject matter expertise to a 
broader audience and the coordination of agency purchases of online courseware 
provides volume discounts. USDA provides its mandatory training through AgLearn 
including the annual Ethics, Security Awareness, and Privacy Basics. In an average 
month, more than 16,000 AgLearn users complete nearly 27,000 training events. 
This has significantly reduced the overall USDA training costs normally associated 
with courses that require travel. 

ENTERPRISE ARCHITECTURE (EA) AND IT MANAGEMENT PROGRAMS 

USDA is managing its EA as a high-level roadmap to achieve our organizational 
and business needs within an efficient IT environment. USDA’s EA program identi- 
fies similar processes and opportunities to improve and when possible share and 
reuse IT solutions across our agencies. We continue to assemble and refine the data 
needed, at both the Departmental level and within individual agencies, to better or- 
ganize and analyze our business processes, information needs, and supporting tech- 
nologies. The USDA EA Program is fully integrated with the Department’s IT Cap- 
ital Planning and Investment Control (CPIC) process. USDA’s central CPIC body re- 
views, monitors and approves all major IT investments to ensure alignment with 
the Department’s strategic goals and objectives. The EA provides a formal basis for 
evaluating a single investment against other investments in terms of its contribu- 
tion to enhanced delivery of customer services and opportunities for collaboration 
and reuse. In addition to strengthening the CPIC process, EA enables USDA to im- 
prove key Department-wide enterprise hardware, software, and service agreements. 
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The quality of this work is supported by an IT Project Management Program. 
USDA has trained 480 project managers who have helped us keep our IT projects 
on schedule and within budget. 


CONCLUSION 

Mr. Chairman, we are always looking for creative ways to improve our services, 
reduce our costs and be good stewards of the tax payers dollars. With the continued 
support of this Subcommittee and the Congress, I am confident that we will con- 
tinue to be successful in achieving our objectives. 


Prepared Statement of Charles R. Christopherson, Jr., Chief Financial 
Officer, Office of the Chief Financial Officer 

Mr. Chairman and members of the Subcommittee, I am pleased to present the fis- 
cal year 2008 budget request for the United States Department of Agriculture 
(USDA), Office of the Chief Financial Officer (OCFO) and the Department’s Working 
Capital Fund (WCF). 

The myriad of programs at the Department of Agriculture create a large financial 
organization. If compared to companies in the private sector, USDA would be both 
the ninth largest company and the ninth largest bank in the United States. Under 
the Chief Financial Officers Act of 1990 (CFO Act), the Chief Financial Officer 
(CFO) is responsible for the financial management of the Department including fi- 
nancial policy, personnel, systems, and budget execution. First, this testimony will 
address the key areas of my responsibility under the CFO Act and then proceed into 
the specific budget of the OCFO and WCF. 

The President’s budget for the Department of Agriculture is a comprehensive ef- 
fort that involves the input of each mission area and staff office. The budgeting of- 
fice does an exceptional job at managing and compiling the vast amount of financial 
information from each of the agencies within the Department. Over the years, the 
budget of the Department has remained relatively flat. The budget for fiscal year 
2008 is lean and focused on the highest priorities of the Department. 

Summary of Financial Operations and Processes 

In the area of financial operations and policy, the Department of Agriculture con- 
tinues to make vast improvements in business processes, improper payments, and 
internal controls. For fiscal year 2006, the Department of Agriculture attained an- 
other clean opinion on its annual financial statements. 

Also during 2006, USDA achieved compliance with OMB Circular A-123, Appen- 
dix A by completing the assessment of Internal Controls over Financial Reporting 
in a single-year. This effort involved over 1,000 USDA employees from 29 agencies 
and staff offices. These employees documenfed over 5,000 controls within 13 finan- 
cial cycles, 76 processes, and 92 financially significant systems. A significant num- 
ber of the controls documented during this process were also tested. The assessment 
resulted in identifying four materials weaknesses which are: 

— Obligations — Forest Service and Commodity Credit Corporation 

— Management Estimates and Accruals — Forest Service and Commodity Credit 
Corporation 

— Producer Payments and Commodity Loans — Commodity Credit Corporation 

— Information Technology Controls — All Organizations 
Software Change Controls 
Disaster Recovery 
Access Control — Logical 
Access Control — Physical 

To manage the internal controls and eliminate material weaknesses, the Depart- 
ment has instituted a Senior Management Control Council, Chaired by the Deputy 
Secretary and Co-Chaired by the CFO with its committee members comprised of the 
highest ranking officials in each of our agencies and staff offices. The members of 
this committee are dedicated to the proper management and safe keeping of the 
funds of our Nation’s tax paying citizens. 

In order to provide the most effective and efficient financial operations, this last 
year we started a dedicated effort of refining several of our processes and are ac- 
tively moving to uniform processes, procedures, and systems across USDA. For ex- 
ample, this year we formed a grants committee to document the grants process 
across all mission areas of the Department. In the near future, a formal USDA proc- 
ess, with all of the correct internal controls, will be formally documented and we 
will start reducing the 13 grant systems into one. This will not be a new system, 
but one developed from a system currently in use in one of the agencies. The agency 
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that currently operates that system will retain the management of the system while 
OCFO will manage the policy, process changes, and approve system modifications. 
We are also moving toward uniform processes for loans, contract invoices, and insur- 
ance. 

For all processes, we are moving toward solutions that provide electronic inter- 
faces with the customers, automate document flow and approvals, and automate 
payments. The majority of the work will be accomplished with USDA employees and 
software that we currently own. 

Over this last year, we strengthened our policy on measuring improper payments 
to be in better alignment with the Improper Payments Act. Under the Act, agencies 
are required to measure both incorrect payment amounts and incomplete qualifying 
paperwork. Under this new policy, the Department continued to reduce incorrect 
payment amounts, but incomplete qualifying paperwork increased. The majority of 
the paperwork errors are in the Farm Service Agency. So as not to misinterpret the 
outcome of the information and to show the Department’s commitment to correcting 
the paperwork problem, we met with House and Senate Committees. During these 
meetings we communicated both the results and the corrective plan. The agency 
continues to move forward with the corrections and we expect to see a vast reduc- 
tion in paperwork issues in this year’s review. 

Financial Systems 

The Department’s current primary financial systems were developed in the late 
1970’s and early 1980’s. For the 2008 OCFO budget, includes a request to continue 
the replacement of financial systems that are critical for payments, reporting, and 
fiscal management. 

Two financial systems are in need of replacement at USDA. The first is the core 
financial system; the second is the farm payments system. Currently the core finan- 
cial system is comprised of nine general ledger systems which have not been sup- 
ported by the vendor for several years. The systems do not meet Federal financial 
system requirements, and are showing the early signs of failure. The primary objec- 
tive of the Financial Management Modernization Initiative (FMMI) is to replace this 
20 year old, outdated mainframe technology providing for Department-wide ex- 
panded functional capability, full integration of critical system components and 
high-quality production and customer support. FMMI also addresses a critical and 
growing need for better integration of program, financial, and budgetary information 
to support more efficient and effective management of USDA’s missions and im- 
proved delivery of programs against established performance goals and objectives. 
Based on both the risk and the savings, we have accelerated the implementation 
timeline of this system to a 3 year implementation. 

The farm payments system is in critical need of modernization through replace- 
ment. This system manages the requirements and interactions of over 120 farm pro- 
grams to create producer payments. The systems are homegrown, in an outdated 
programming language, and on hardware that is no longer manufactured. In addi- 
tion, the systems cannot be modified to meet current Federal IT security require- 
ments. Over the years, core financial software vendors have improved their products 
to support broader operational flexibility and requirements. Included in the request 
for proposals (RFP) for FMMI are the requirements and business cases to address 
the basic requirements of a modern farm programs system. We believe that the new 
financial system will provide a strong foundation to a modern and upgradeable pay- 
ment system to support the farm programs. 

These critical systems are in the early phases of failure and require a multi-year 
implementation cycle. It is very important that the funds for these systems are ap- 
proved at their requested fiscal year 2008 budget levels. 

Financial Personnel 

Employee turnover in the Department for fiscal year 2005 equaled 8.36 percent. 
The majority of this turnover is related to retirements in the Department (4.6 per- 
cent). I believe that it is also safe to speculate that USDA turnover is impacted by 
promotions due to retirements in other government entities. We project that turn- 
over due to retirements will increase by approximately 1 percent each year which 
equals approximately 8 percent (at least 12 percent with other elements of turnover) 
by fiscal year 2009. This high level of turnover places a significant amount of re- 
sponsibility on our management teams, as they must transition knowledge based 
jobs. To address the transition and the shrinking workforce, the Office of the Chief 
Financial Officer is training the financial workforce, standardizing and documenting 
processes, and competing work skills that are available in the private sector. 

Employee Training . — Office of the Chief Financial Officer has started training em- 
ployees in the skills of Lean Six Sigma, which is characterized as an improvement 
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methodology because it uses data to identify waste and non-value added activities; 
reduce them, while improving service delivery. Through the Lean Six Sigma process, 
employees’ document current business processes and then refine the process for a 
zero tolerance for errors; while using fewer resources and improving customer serv- 
ice. In addition, the Office of the Chief Financial Officer holds various training ses- 
sions every year in order to address the knowledge gap in financial and USDA 
knowledge due to the high turnover rate. 

Competitive Sourcing . — Competitive sourcing provides a resource to supplement 
skills and resources of the Department’s workforce. The Center for Naval Analysis 
conducted a study titled Long-run Costs and Performance Effects of Competitive 
Sourcing, and found that competition drove costs down over 30 percent while im- 
proving performance. The process is designed to select the competitor who can pro- 
vide the most cost effective service delivery methodology to the Department and ul- 
timately the taxpayers. Returns on investment are even greater for the activities 
that agencies have identified most frequently from competition: IT, maintenance/ 
property management, logistics, HR/personnel servicing and education, and finan- 
cial management. Two-year savings per Full-Time Equivalent studied in these cat- 
egories generally range from $25,000 to $33,000. As required skill sets and tech- 
nology change, the Federal sector, by using an external firm, can be flexible in the 
knowledge skill sets of technology teams by adjusting the requirements of the ven- 
dor’s contract. Our veteran owned companies, small and disadvantaged businesses, 
as well as other private companies have been important to the past success of our 
government and will continue important technical skills in the future. 

Recruitment. — Last, we need to continue to recruit employees from our nation’s 
universities into the Federal workforce. These young employees bring excitement to 
the work environment and complementary technical skills to our knowledge based 
employees. Since the Federal requirements for accounting are slightly different than 
those taught in the universities, we will partner with the USDA Graduate School 
to provide the additional Federal knowledge. 

This comprehensive approach to address the high turnover in the financial work- 
force should provide the Department with the employees required for the manage- 
ment and safeguarding of the assets appropriated by the Congress. 

National Finance Center 

Before we move to the budget request, I would be remiss if I did not discuss the 
National Finance Center. The National Finance Center (NFC), located in New Orle- 
ans, provides payroll processing and related services for approximately 33 percent 
of the Federal civilian workforce in more than 175 government entities. In fiscal 
year 2006, the NFC processed $30 billion in payroll for approximately 595,000 Fed- 
eral employees. The NFC provides a human resources suite of services to approxi- 
mately 150,000 employees of which 72,000 are USDA employees in Farm Service 
Agency, Rural Development, Natural Resources Conservation Service, and Forest 
Service; and 69,400 Department of Homeland Security employees in Transportation 
Security Administration (TSA), Coast Guard and Headquarters. The NFC services 
the Office of Personnel Management performing health benefit reconciliations and 
health care premium processing on a Government- wide level. Finally, the NFC pro- 
vides personnel transaction processing services for several agencies including TSA, 
Coast Guard and Federal Emergency Management Agency (FEMA). 

The National Finance Center continues to prove the efficiencies and effectiveness 
of a very focused shared services operation. The payroll, human capital, and data 
center operations continue to be a low cost provider with a very high level of cus- 
tomer satisfaction. During fiscal year 2006, the NFC operations returned to New Or- 
leans after relocating due to Hurricane Katrina. At the time of the return, the New 
Orleans area was still in the early stages of rebuild. The NFC employees have en- 
dured long lines at the limited number of grocery facilities, the constraints of living 
in FEMA trailers, slow payments of insurance proceeds, inflation in the cost of prop- 
erty insurance, and other hurdles. In addition, employees have increased workload 
as the employee vacancy rate has increased due to separations and retirements. 
Even with all of these hurdles, the work from the three CFO operations at the NFC 
is exceptional. We are very proud of these employees and consider them pioneers 
in the rebuild of New Orleans. Last year’s significant results for the National Fi- 
nance Center include: 

— Reduction of backlogs to pre-Katrina levels. 

— Implementation of the Department of Justice to the payroll system (30,000 em- 
ployees). 

— First stage implementation of Forest Service to the Human Resource Line of 
Business suite of services. 
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— Selection of and significant progress on the Primary Computer Facility (PCF). 
As disclosed in our report to Congress, the Primary Computer Facility is located 
at the Denver Federal Center. The project is on target to complete the reloca- 
tion of the systems from the temporary disaster recovery facilities to the PCF 
by June 2007. 

Budget of the Office of the Chief Financial Officer 

The OCFO is responsible for the financial management of an enterprise with al- 
most $75 billion in annual spending, over 106,000 full time equivalents (staff years) 
and over $134 billion in assets. 

Areas of focus for fiscal year 2008 include supporting shared services that reduce 
the cost to USDA mission areas and the Federal Government; strengthening the fi- 
nancial operations of the program areas; completing uniform processes and proce- 
dures; creating efficient IT solutions; remediation of deficiencies in internal controls, 
and progressing in the implementation of the systems in critical need of replace- 
ment. 

Our fiscal year 2008 operating budget request is for $30.8 million, which includes 
increases for 2007 and 2008 pay costs as well as the replacement of the core finan- 
cial system. Approximately 90 percent of the OCFO’s obligations are for the salaries 
and benefits of the OCFO employees. OCFO is a labor intensive staff office with 
very little ability to absorb pay cost increases without holding a large number of 
positions vacant for the entire fiscal year; thereby adversely affecting its ability to 
lead the Department in the areas of financial management, oversight, and guidance 
necessary to prevent fraud, waste, and abuse; reduce risk of improper payments, 
plan for financial systems, and to institute proper internal financial controls. The 
pay-related increases requested are necessary for us to accomplish key outcomes 
and to successfully meet our goals for fiscal year 2008. 

OCFO is requesting an increase in funding to partially fund the implementation 
of the system used to replace our core financial management systems and provide 
a foundation to the farm payments system. These systems are in critical need of re- 
placement. As I stated above, this core system is replacing nine general ledger sys- 
tems currently operating in USDA and provides the foundation system for the mod- 
ernization of the farm payment system. Currently these systems do not meet the 
requirement of financial systems as required by the Federal Financial Management 
Improvement Act, are showing early signs of failure, and are no longer supported 
by the vendor. If the current systems fail, the Department will not be able to report 
required financial information, manage receipts, or produce payments. This system 
will also replace the four general ledger systems and five payment modules cur- 
rently contained in the farm payment systems (all of which are no longer supported 
by the vendor). Continued reliance upon this old technology poses unacceptable risks 
to USDA financial operations and data. I greatly appreciate your support in the re- 
placement of these key systems. 

USDA Working Capital Fund 

The CFO is responsible for the budget of the Department’s Working Capital Fund 
(WCF). The WCF serves as the Department’s principal investment engine to achieve 
progress in developing and implementing new corporate systems. 

Unobligated Funds. — Under the authority of Congress, USDA is allowed to trans- 
fer unobligated balances from discretionary accounts into the WCF. For fiscal year 
2005 the transfer was approximately $2 million and for fiscal year 2006 the transfer 
was approximately $4 million. During that same period we have received capital 
project requests for unobligated funds in excess of $30 million. While all of the re- 
quests appear to be very important, we have placed a priority to statutory obliga- 
tions. The first obligation is for the capital required to meet the reporting require- 
ments of the Transparency Act passed by Congress in this fiscal year. The next pri- 
ority is to meet a small amount of the capital requirements of the PCF. As pre- 
viously reported to Congress, the PCF will be operational by June of this year. The 
information concerning the transfer of unobligated funds and the capital requests 
for these funds will be reported to the Committees on Appropriations in the near 
future. 

Working Capital Funds — Capital. — For fiscal year 2007, request for the hardware 
to support corporate systems and facilities equaled $84.5 million. The Department’s 
available balance for allocation was $24.8 million. The Department graded the in- 
vestments with statutory, security, and disaster recovery receiving the highest 
scores for funding. Statutory investments include NFC’s PFC, NFC’s backup facility, 
and Homeland Security Operation Plan system. We are grateful for the support and 
look forward to working with the Committee as we repair and improve our corporate 
systems. 
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Working Capital Funds — Operations . — In addition to the investments in corporate 
systems, the WCF supports the operations of our shared service activities. These 
services include financial management, information technology, payroll, human cap- 
ital systems, communications, administration, as well as record keeping and item 
processing. It is our objective to use this financing mechanism to provide to the mis- 
sion areas and the Federal Government the most effective cost-efficient services 
available. 

The President’s fiscal year 2007 budget estimates that total costs for recurring op- 
erations in the WCF in fiscal year 2008 will be $534.3 million, a 3.7 percent increase 
over the fiscal year 2007 estimate. The majority of this increase is to move the De- 
partment to a uniform human resource system hosted at the National Finance Cen- 
ter and an increase in the cost of services at the National Information Technology 
Center. Also included in the fund are such services as: video and teleconferencing 
production services provided by the Broadcast and Media Technology Center in the 
Office of Communications; personal property, mail, duplicating, and acquisition sys- 
tem provided by Department Administration. 

I would like to point out that the WCF financing mechanism, as a reimbursement 
for goods and services provided, gives us an opportunity to refine our estimates as 
newer and better information becomes available regarding customer demand and 
costs. Our office is working with activity centers to review fiscal year 2008 estimates 
with the goal of reducing the cost of individual services that are provided to USDA 
agencies. It was with this objective in mind that we were able to submit an oper- 
ating estimate for fiscal year 2008 that is consistent with expected inflation. 

One thing we have done to impose more discipline on costs is to require individual 
activities to begin compiling and reporting costs for specific business lines within 
their respective activities. This method is being developed and refined as we move 
forward in fiscal year 2007 and will be a critical element as we revisit fiscal year 
2008 cost estimates. As we begin development of the fiscal year 2009 budget this 
spring, we will be reexamining fiscal year 2008 estimates for more economies and 
savings. As has been the practice for the last 2 fiscal years, we will establish spend- 
ing targets for WCF activities that take into account the Department’s spending pri- 
orities among its agencies reflected in the President’s budget. 

Last year, we expressed to the Committee our appreciation for all of the assist- 
ance and support provided to the Department in the wake of Hurricane Katrina. It 
was a critical ingredient in our ability to resume normal business operations and 
recover from that event. We have continued to strengthen our business continuity 
practices, and we are working to ensure that in the event of the need to respond 
to a similar natural disaster in the future we are positioned even better to respond 
and ensure uninterrupted service to our customers. For your continued support in 
that effort, we are grateful. 

Thank you, Mr. Chairman, for the opportunity to share the results we have 
achieved and our fiscal year 2008 budget request with the Subcommittee. We have 
very dedicated employees that are passionate about nature and conservation, food 
assistance and the Nation’s health, rural America and renewable energy, food pro- 
duction and safety, and the vast benefits of scientific research. The budget for such 
a large Department is an effort based on the goals of our 5 year strategic plan, the 
highest priorities of each mission area, and replacing critical support infrastructure. 
We look forward to working together with you and the Subcommittee in fulfilling 
the vision for financial management and accountability we all have for USDA. 


Prepared Statement of Margo M. McKay, Assistant Secretary for Civil 
Rights, Office of the Assistant Secretary for Civil Rights 

Mr. Chairman and members of the Subcommittee, thank you for the opportunity 
to submit this statement supporting the President’s fiscal year 2008 budget proposal 
for the United States Department of Agriculture’s (USDA) Office of the Assistant 
Secretary for Civil Rights (ASCR). 

The Office of the ASCR provides policy guidance, leadership, outreach, coordina- 
tion, training, and complaint prevention and processing for USDA. Our mission is 
to provide equal opportunity, equal access and fair treatment for all USDA cus- 
tomers and employees. 

The Office of Civil Rights, under the ASCR, has made significant progress in com- 
plaint processing and complaint prevention. Overall USDA experienced a 15 percent 
decrease in the number of new Equal Employment Opportunity (EEO) complaints 
filed during fiscal year 2006 as compared to fiscal year 2005. The decrease in EEO 
complaint filing is attributed to factors such as increased usage of the Alternative 
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Disputes Resolution (ADR) process, improved compliance and accountability, and an 
overall decrease in the size of the workforce. 

We have also strengthened our compliance and outreach efforts. In August 2006, 
we convened our Third Annual Partners’ Meeting. This is a principal outreach effort 
for organizations representing underserved populations, including minority, small 
and limited resource farmers. These meetings continue dialogue with USDA stake- 
holders, providing a forum through which the voices and concerns of underserved 
constituents can be heard by USDA, and avenues can be found for resolving long- 
standing issues of access and accountability. 

FISCAL YEAR 2008 OBJECTIVES 

The Office of Civil Rights (CR) has the following strategic objectives for fiscal year 
2008 that contributes to the Department’s success. They are to: 

— Ensure employees and applicants are provided equal opportunities in all aspects 
of employment activities. 

— Ensure USDA employment activities are conducted in a nondiscriminatory man- 
ner and agencies comply with CR/EEO laws, rules and regulations related to 
women, minorities, and persons with disabilities. 

— Ensure equal access to USDA programs. 

— Ensure Program and EEO complaints are timely processed. 

— Ensure complaints are processed in an efficient and cost-effective manner. 

— Increase USDA-wide awareness and use of Alternative Dispute Resolution 
(ADR), and resolution of conflicts through ADR in the early stages of workplace 
and program disputes (non-civil rights). 

— Establish effective outreach programs in the Department to ensure equal and 
timely access to USDA programs and services for all customers, with special 
emphasis on the minority and underserved. 

FISCAL YEAR 2008 KEY OUTCOMES 

CR plans to achieve the following key outcomes in fiscal year 2008: 

— Decrease in the number of individual EEO and Program complaints filed. 

— Reduction in the average number of days to process Program and EEO com- 
plaints to issuance of Report of Investigation and Final Agency Decisions. 

— Increase in the efficiency and cost-effectiveness of processing of Program and 
EEO complaints within the regulatory timeframes. 

— Increase in ADR usage. 

— Increase the number of minority, underserved, and socially disadvantaged per- 
sons made aware of USDA programs and services. 

FISCAL YEAR 2008 BUDGET REQUEST 

The fiscal year 2008 Appropriation request for CR is $23.1 million. The funding 
request includes increases for the following: 

— Civil Rights Enterprise System Improvements. — Funds for the Civil Rights En- 
terprise System are requested to continue the expansion of the complaints proc- 
essing system. Funding is necessary to support the President’s Management 
Agenda initiative of expanding electronic government by improving complain- 
ant/customer access to information about the complaints and providing a more 
accountable mechanism for EEO and Program complaint filing. USDA agencies 
will be able to interface on a Web-based system that will provide customers and 
employees real-time data regarding their discrimination complaints. The system 
encompasses a planned multi-year phased approach projected through fiscal 
year 2009. After fiscal year 2009, the implementation of the system will be com- 
plete and funds will only be needed to support operation and maintenance. 

— Compliance Monitoring Activities. — Funding is needed to meet new require- 
ments designed to meet the affirmative employment goals of the Equal Employ- 
ment Opportunity Commission’s Management Directive 715. In addition, CR 
will undertake significant compliance activities in the field offices. Compliance 
reviews will result in civil rights complaint prevention and new complaint re- 
ductions. 

— Pay cost. — Funding is needed for the 2007 and 2008 pay raises. 

I would like to emphasize the importance of the Subcommittee’s approval of the 
President’s $23.1 million budget for CR. The proposed budget will help ensure that 
USDA continues to make substantial progress toward providing fair and equitable 
delivery of our services and programs to our customers and protecting the civil 
rights of USDA employees. 
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Prepared Statement of Terri Teuber, Director, Office of Communications 

Mr. Chairman and members of the Subcommittee, I am pleased to discuss the fis- 
cal year 2008 budget request for the Department of Agriculture’s Office of Commu- 
nications (OC). 

When Congress wrote the law establishing the U.S. Department of Agriculture in 
1862, it said the Department’s . . general designs and duties shall be to acquire 
and to diffuse among the people of the United States useful information on subjects 
connected with agriculture in the most general and comprehensive sense of the 
word.” OC coordinates the implementation of that original mandate. 

OC coordinates communications with the public about USDA’s programs, func- 
tions, and initiatives, providing vital information to the customers and constituency 
groups who depend on the Department’s services for their well-being. For example, 
OC is coordinating the Department’s communications efforts relating to the threat 
of avian influenza (AI) and is prepared, if necessary, to activate a Joint Information 
Center (JIC) funded through the Supplemental Appropriation, which would support 
the Department in meeting its obligations in the event of an AI detection and/or out- 
break. This effort is a follow-on to efforts OC has undertaken in the past to inform 
the public of the Department’s actions taken to protect animal and human health. 
OC assisted in addressing such serious issues as bovine spongiform encephalopathy 
(BSE), which have been of interest to consumers around the world. In addition, OC 
also coordinates the communications activities of USDA’s seven major mission areas 
and provides leadership for communications within the Department to USDA em- 
ployees. 

OC is adopting new technologies to meet the increased demands for the dissemi- 
nation of accurate information in a timely manner. Using the Internet, radio, tele- 
vision and teleconference facilities, we are able to ensure that the millions of Ameri- 
cans whose lives are affected by USDA’s programs receive the latest and most com- 
plete information. As the continuing concern over AI and BSE incidents dem- 
onstrate, these technologies are a critical resource used by the Secretary and the 
agencies to provide timely information, which helps to maintain consumer con- 
fidence and stabilize agricultural markets. 

OC’s 5-year strategic goal is to provide maximum support to all mission areas of 
the Department in the development of programs and in creating awareness among 
the American public about USDA’s initiatives and services. This is essential to pro- 
viding effective customer services and efficient program delivery. As a result, we ex- 
pect more citizens, especially those in underserved communities and geographic 
areas, to access helpful USDA services and information. A central element of this 
support is OC’s active participation in the Department’s eGovernment initiative as 
part of the President’s Management Agenda. OC plays a key role in ensuring that 
the Department’s eGovernment implementation results in the public’s improved ac- 
cess to more current, accurate, relevant, and organized USDA products, services, 
and information. The USDA.gov portal, managed by OC, is customer- or citizen-cen- 
tric, allowing OC to target information by audience preference, subject and personal- 
ization. On average, 1.5 million citizens access the site weekly. The demand by citi- 
zens and other constituencies for information, via USDA.gov, Web casting, electronic 
mail distribution, teleconferences, and publications, is expected to continue to in- 
crease. 

OC will continue to take an active role in policy and program management discus- 
sions by coordinating the public communication of USDA initiatives. We will con- 
tinue to provide centralized operations for the production, review, and distribution 
of USDA information to its customers and the general public. Also, we will monitor 
and evaluate the results of these communications. Our staff is instructed to use the 
most effective and efficient communications technology, methods, and standards in 
carrying out communications plans. 

Also, we are focusing on improved communications with USDA employees, espe- 
cially those away from headquarters, which will enhance their understanding of 
USDA’s general goals and policy priorities, programs and services, and cross-cutting 
initiatives. 

Our office will continue to work hard to meet our performance goals and objec- 
tives. We will work to communicate updated USDA regulations and guidelines, con- 
duct regular training sessions for USDA communications staff about using commu- 
nication technologies and processes to enhance public service, foster accountability 
for communications management performance throughout USDA, and continue to 
work to create a more efficient, effective and centralized OC. 

Increasing availability of USDA information and products to underserved commu- 
nities and geographic areas through USDA’s outreach efforts is integral to our per- 
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formance efforts. OC will continue to provide equal opportunity for employment and 
promote an atmosphere that values individuals. 

FISCAL YEAR 2008 BUDGET REQUEST 

OC is requesting a budget of $9,720,000, which includes an increase to cover fiscal 
year 2007 and fiscal year 2008 pay costs. 

As more than 89 percent of OC’s obligations are for salaries and benefits, the re- 
quested increase is vital to support and maintain staffing levels for current and pro- 
jected demands for our products and services. While OC has realized some cost sav- 
ings by replacing high grade employees who have retired with lower grade employ- 
ees, our current budget leaves little flexibility for absorbing increased costs. In fact, 
OC would not be able to absorb the increased salary costs in fiscal year 2008 with- 
out placing considerable constraints on daily operations or affecting staff size and 
therefore the timely delivery of information to the public. 

Our central task is to ensure the development of communications strategies, 
which are vital to the overall formation, awareness and acceptance of USDA pro- 
grams and policies. OC has led the adoption of content management software which 
speeds the addition of new material, improves our quality control measures to en- 
sure the accuracy of the information available through USDA.gov, and reduces the 
staff time required for overall maintenance of the site. 

This improved control greatly reduces the time necessary to post important infor- 
mation to the media and the public while providing a greater ability to ensure the 
accuracy of the information. This allows OC to use a large document and Web repos- 
itory, sharing resources and information with mission areas and agencies as well 
as the public. 

OC looks forward to continuing our commitment to the American public by pro- 
viding timely, accurate information about our programs and services. 

This concludes my statement, Mr. Chairman. I will be pleased to respond to any 
questions. 


Prepared Statement of Keith Collins, Chief Economist 

Mr. Chairman and members of the Subcommittee, thank you for the opportunity 
to discuss the general economic situation in U.S. agriculture as background for the 
Subcommittee’s review of the Department of Agriculture’s (USDA) fiscal year 2008 
budget submission. I will review the major factors affecting agricultural markets in 
the coming year and their implications for financial conditions in U.S. agriculture. 

U.S. agriculture continues to prosper following the economic slowdown at the start 
of this decade. With solid growth in domestic and export demand, large crop har- 
vests, and record-high cattle, broiler and milk prices, net cash farm income reached 
a record high $81.5 billion in 2004. In 2005, net cash farm income was nearly as 
high and the second highest on record despite a large increase in crop stocks which 
reduced crop prices; multiple hurricanes that shut down the central marketing in- 
frastructure of the country; sharply higher energy prices that raised production, 
marketing and processing costs; continued loss of Asian beef markets; and the emer- 
gence of global Avian Influenza (AI) concerns. In 2006, net cash farm income is esti- 
mated at $66.7 billion, down from the previous 2 years, reflecting lower milk prices 
and government payments, smaller crop harvests, plus higher production expenses, 
especially energy costs. 

In 2007, global economic growth and food demand is expected to remain strong. 
However, growing demand for biofuels is expected to be the key factor driving crop 
prices. Markets for most major crops will experience stronger prices as stock levels 
decline. In addition, continued expansion of livestock production following several 
years of profitable returns could lead to slightly lower market prices for cattle and 
hogs. Weather, energy costs, higher interest rates, and a slow recovery of foreign 
markets due to animal health concerns are also likely to be factors affecting eco- 
nomic performance. Together, these factors suggest that net cash farm income will 
rise modestly in 2007. Rising expenses will cause financial stress for some farming 
operations, particularly livestock and poultry producers, but the overall farm econ- 
omy is expected to perform above long-term average levels with net cash farm in- 
come forecast at $67.2 billion, farm household income remaining strong, and farm 
net worth continuing to increase. 

Global Economic Growth and Farm Product Demand 

The U.S. economy grew at 3.4 percent in 2006, up from 2005’s 3.2 percent but 
below 2004’s 3.9 percent. For 2007, U.S. Gross Domestic Product (GDP) growth is 
expected to be slightly less than last year. The decline in the rate of growth in 2007 
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from last year is expected to be due to slower growth in consumption, weak housing, 
and tight energy markets. Increased tightness in labor markets is likely also to be 
a factor. As the unemployment rate remains low, productivity growth and output 
growth usually remain at or just below trend. 

Real foreign economic growth accelerated in 2006 to 4.0 percent from 2005’s 
strong growth rate of 3.7 percent, with many areas improving, particularly Western 
Europe and Asia. This year, Western Europe is expected to grow at above 2 percent 
for the second consecutive year, the first time this has happened since 1999-2000. 
Growth in Japan, Canada, and Mexico are expected to be slightly below 2006. Asia, 
excluding Japan, will likely grow at 7 percent in 2007, above trend for the 4th con- 
secutive year. Foreign economic growth is expected to be 3.7 percent in 2007, down 
slightly from 2006, but well above trend, as has been the case beginning in 2004. 

With the U.S. economy expected to have another year of steady growth, consump- 
tion expenditures on food continue to rise, although the rate of growth is likely to 
decline to near 4.4 percent from the unusually high 6 percent growth in 2006. 
Growth was less than 2.5 percent during the economic slowdown in 2001 and 2002. 
This year, slower growth in consumer spending on food is likely, as consumers face 
heavy debt loads and high energy costs and are less likely to use household assets 
to finance consumption. Consumer spending, which accounts for two-thirds of GDP, 
increased by 4.4 percent in the last quarter of 2006, well above the third-quarter, 
but a slowdown is expected in the first quarter of 2007. 

U.S. Agricultural Trade 

Turning to foreign demand for U.S. agricultural products, our latest quarterly 
forecast for farm exports in fiscal year 2007, released in March, is a record-high $78 
billion, up $9.3 billion from fiscal year 2006’s record. Gains are expected across the 
board in grains and feeds, livestock, and horticultural products. 

U.S. agricultural imports are forecast at a record $70 billion, $6 billion more than 
in fiscal year 2006. The agricultural trade surplus for fiscal year 2007 is forecast 
at $8 billion, up from $4.7 billion in fiscal year 2006. 

While the agricultural export-weighted value of the dollar appreciated in the first 
half of 2006, it has depreciated steadily since July, continuing its declining long- 
term trend from 2001. The current period of strong foreign economic growth and 
continued effects of the decline in the value of the dollar from several years ago 
should result in higher U.S. agricultural exports in the future and a modestly im- 
proving trade balance. However, strong consumption growth in the United States 
and consumers’ desire for year-round fruits and vegetables, as well as more variety, 
suggest the trade surplus in the future will be smaller than in the past. USDA’s 
long-run projections issued February 14, 2007, forecast U.S. agricultural exports ris- 
ing to nearly $94.8 billion by fiscal year 2016 and imports rising at an even faster 
pace to $92.7 billion, leaving a trade surplus of $2.1 billion. 

Major Crops: Supply, Demand, and Price 

The 2005/06 marketing year began with relatively ample world crop supplies. 
Thus, despite declines in production of grains and cotton, stocks remained relatively 
stable year-to-year. Global oilseed production was record high in 2005/06, boosting 
stocks to record levels. As a result of these generally plentiful supplies, market 
prices were relatively flat. In 2006/2007, global wheat and coarse grain production 
declined as weather problems affected output. World oilseed production set another 
record and world cotton production rose slightly. Global total use this year is ex- 
pected to rise for rice, coarse grains, oilseeds, and cotton. Global wheat use is ex- 
pected to decline modestly, reflecting tighter supplies and higher prices. With gen- 
erally lower production and rising consumption, global stocks of most major com- 
modities, except oilseeds, will decline in 2006/2007, and grain (wheat and coarse 
grain) stocks will fall well below last year’s levels. In the United States, supplies 
for feed grains, cotton, and rice are well below their record levels in 2005/2006. U.S. 
wheat supplies are down sharply from 2005/2006, but soybean supplies set another 
record. 

With world grain consumption during 2006/2007 expected to exceed last year’s 
record high and again exceed world production, world grain stocks as a percent of 
total use are expected to fall to 15.5 percent, compared with 19.5 percent in 2005/ 
2006. The picture for oilseeds is quite different as global soybean production is fore- 
cast to be record high for the third consecutive year, exceed consumption, and result 
in higher global stocks. For soybeans, global stocks as a percent of use is forecast 
to exceed the high set in 1986. World cotton stocks are expected to decline slightly 
as consumption exceeds production for the second consecutive season. 

For the United States, good grain and oilseed harvests and strong demand have 
supported above average farm income in recent years. Current market prospects 
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look even brighter as growth in demand, particularly for producing biofuels, has 
pushed grain prices to 10-year highs. High grain prices and demand for vegetable 
oil have also pushed soybean prices higher, despite the higher soybean supplies. 

U.S. soybean stocks are expected to be record high at the end of 2006/2007, rising 
132 percent above the level of 2 years ago. This jump reflects the bumper harvest 
this past fall and the highest beginning stocks in 20 years. This stock buildup is 
projected despite expected record soybean crush and exports. Still, U.S. soybean 
prices this winter have been strong in the face of the prospective stock buildup, re- 
flecting higher corn prices, purchases by index funds, and strong, biodiesel-driven 
soybean oil prices. For the year as a whole, the farm price received for soybeans 
is expected to average $6.30 per bushel compared with $5.66 last marketing year. 
Despite prospects for record production in the Southern Hemisphere and the in- 
crease in U.S. stocks, soybean prices will likely remain strong in the second half of 
the year, reflecting relatively high corn prices. 

For 2007/2008, high corn prices relative to soybeans likely will cause a sharp 
swing away from soybean planting. We expect a reduction in soybean planted area 
of about 5 million acres. Lower planted area, combined with trend yields, would re- 
sult in production below expected use; consequently, carryover levels would decline 
significantly. Reduced production, lower stocks, and high corn prices should keep 
soybean prices strong into 2007/2008. 

The U.S. corn market in 2006/2007 is expected to see a second year of declining 
carryover as ending stocks fall markedly from 2005/2006. Corn prices have risen 
sharply since September 2006 when the market began to reflect the extraordinary 
ongoing expansion in corn-based ethanol production capacity. Additional factors sup- 
porting the rapid rise in corn prices have been the decline in 2006-crop corn acreage 
and yield and strong export demand. Farm-level corn prices are expected to average 
$3.20 per bushel this marketing year, up substantially from $2.00 per bushel last 
year. The increase in prices nearly eliminated loan deficiency payments (LDPs) and 
marketing loan gains (MLGs) for 2006-crop corn. As of March 2007, LDPs and 
MLGs totaled only $3 million on 2006-crop corn with all of these payments occur- 
ring in the first weeks of the marketing year. For the 2005 crop, LDPs and MLGs 
totaled $4.6 billion, with 97 percent of that year’s production receiving an average 
payment of $0.42 per bushel. 

Biofuels is now the most important influence on corn and other crop markets. 
Ethanol production this marketing year is expected to account for 20 percent of U.S. 
corn production. The USDA’s long-term projections to 2016, released on February 
14, 2007, project ethanol production will account for 30 percent of corn use by 2009/ 
2010 and drive corn prices to $3.75 per bushel. Biodiesel production has increased 
from less than a half million gallons in 1999 to over 225 million in 2006, equivalent 
to 8 percent of soybean oil production. 

In 2004, ethanol accounted for about 2 percent of motor gasoline use in the United 
States on a volume basis. Under the Department of Energy’s Annual Energy Out- 
look 2007, ethanol use is expected to grow to over 7 percent of motor gasoline use 
by 2010. The USDA projections to 2016 put corn-based ethanol production at 11 bil- 
lion gallons by 2010/2011. This would be a 3-fold increase in corn ethanol production 
since 2004/2005. 

As a result of higher prices and returns for corn fueled by the expansion in eth- 
anol use, corn area is expected to expand by about 9 million acres in 2007. Much 
of this increase will come from soybeans. Additionally, area for cotton, hay, and 
other crops are all expected to decline to meet the demand for more corn production. 
Even with higher acreage and production, corn ending stocks are likely to tighten 
again in 2007/2008 and remain at relatively tight levels in the coming years as eth- 
anol demand continues to be strong. 

The 2006/2007 wheat market reflects tighter world supplies, but continued strong 
demand. U.S. wheat stocks at the end of this marketing year are projected to de- 
cline from their levels in 2005/2006 as a result of weather problems that reduced 
yields in 2006. Farm prices are forecast to average $4.25 per bushel, up from $3.42 
in 2005/2006 and $3.40 in 2004/2005. Prices in 2006/2007 have been boosted by 
weather problems in the United States and in Australia that reduced this year’s 
production. Wheat prices have also benefited from rising corn prices. 

For 2007/2008, wheat acreage, which has been trending downward over the past 
25 years, is expected to increase by nearly 3 million acres due to higher prices last 
fall that encouraged more seeding of winter wheat. Heavy fall rains limited seeding 
in the eastern Corn Belt, but the area is up for all classes of winter wheat. Yield 
prospects for the 2007 crop remain favorable at this time as winter storms have 
brought much needed precipitation to the Central and Southern Plains. Global 
wheat production prospects are also good with most major wheat producing coun- 
tries expected to expand acreage in 2007 because of strong prices. Weather in most 
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of the major-producing countries has remained favorable for winter seeded crops. 
This suggests global wheat production will rise in 2007/2008. Based on trend yields, 
U.S. wheat production is expected to rebound in 2007, hitting its highest level since 
2003. Despite higher expected demand, especially for feeding, ending stocks are ex- 
pected to increase. Prices, however, are expected to be higher than in 2006/2007 as 
higher corn prices put a floor under wheat feeding value. 

U.S. cotton production fell 9 percent in 2006/2007 from the previous year’s record, 
however, carryover stocks are still expected to rise for the third consecutive year 
and reach nearly 9 million bales. The increase is the result of declining domestic 
textile mill use and cotton exports. U.S. cotton mill use continues to trend down as 
textile mill activity continues to move offshore. Mill use this year is forecast at 5 
million bales, compared with 5.9 million last season. Exports are forecast to decline 
by over 20 percent from last year’s record to 14.0 million bales. Lower exports are 
due mainly to reduced import demand by China, the largest U.S. customer. Farm 
prices of cotton have been running about the same as year-ago levels. For 2007/ 
2008, lower acreage and production are expected to support prices. With the pros- 
pect of stronger exports due to rising world demand, ending stocks will likely de- 
cline. 

Tighter domestic rice supplies and higher global prices have helped to boost U.S. 
farm prices in 2006/2007. The global rice market is a major factor contributing to 
strong U.S. farm prices as global ending stocks are expected to be the lowest since 
1983/1984 and the lowest stocks-to-use ratio since 1981/1982. The season-average- 
farm price is forecast at $9.85 per cwt, over $2 per cwt above the year earlier aver- 
age price and the highest since 1996/1997. Rice ending stocks are forecast at 31 mil- 
lion cwt, down from carry-in stocks of 43 million cwt. Medium and short grain 
stocks, at about 8 million cwt, are the tightest since 1998/1999. 

A reduction in area in 2006 led to a decline in production. Higher fuel and fer- 
tilizer prices, difficulty acquiring bank loans, and weather-related problems in some 
areas — especially Louisiana and parts of Arkansas — accounted for much of the area 
decline in the South. A second consecutive cold, wet spring prevented California 
growers from boosting rice acreage, despite high prices and expectations of tight 
global supplies of medium-grain rice. 

On the demand side, impact in some markets from the discovery of trace elements 
of a genetically engineered strain of rice — Liberty Link Rice 601 (LL601) — in U.S. 
long-grain supplies and reduced production are behind expectations of weaker U.S. 
exports in 2006/2007 — forecast at 102 million cwt, down 12 percent from the year 
earlier. Despite an expected drop in exports to Europe due to the European Union’s 
rejection of U.S. rice due to LL601, U.S. exports to markets in the Western Hemi- 
sphere, Northeast Asia, and the Middle East are expected to be strong. 

For 2007/2008, U.S. farm prices of rice are expected to strengthen on continued 
tight domestic supplies and firm global prices. Planted area is expected to be about 
the same as 2006 with a rebound in California, but a reduction in area in the South. 
Higher net returns for competing crops — mostly corn, restrictions on the planting 
of Clearfield CL131 seed and low government payments could lead to reduced rice 
planted area in the South. Total use and ending stocks are expected to be about 
the same as 2006/2007. 

Farm program costs for the 2006 program crops are sharply lower due to higher 
grains and oilseeds prices. Counter-cyclical payments are projected at $1.5 billion, 
down from $4.7 billion from the 2005 crops. Outlays for 2006-crop marketing loan 
benefits are projected at $900 million, down substantially from $6.3 billion for the 
2005 crops. Program crop producers also receive more than $5.2 billion annually in 
direct payments. 

The 2006/2007 sugar market has differed from other crops this year as prices 
have declined, returning from the extreme highs attained when hurricanes dras- 
tically reduced supplies in 2005/2006. To meet this year’s demand and help relieve 
market tightness, IJSDA increased import quotas above the minimums established 
under the World Trade Organization. However, 2006/2007 sugar imports, forecast 
at 2 million tons, would be down from 3.4 million tons last year. 

Farm sales of fruits, nuts, vegetables, and nursery and greenhouse products are 
expected to remain steady at $53 billion in 2007, accounting for 40 percent of all 
crop cash receipts. Fiscal year 2007 U.S. horticultural exports are forecast at $18.4 
billion and imports at $31.2 billion, indicating a continuing widening of the sector’s 
traditional trade deficit. 

Livestock & Livestock Products: Production, Demand, and Price 

Turning to livestock and poultry markets, U.S. red meat and poultry exports are 
expected to reach a record bigh in 2007. Pork exports are forecast to lead the way, 
increasing for the 17 consecutive year and exceeding 3.1 billion pounds carcass 
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weight or 14.6 percent of production. After depressed sales in early 2006, poultry 
sales increased as foreign concerns about AI abated and United States broiler meat 
prices declined. Broiler exports likely will increase to 5.4 billion pounds in 2007, but 
fall short of the record 5.6 billion pounds exported in 2001. Beef exports are ex- 
pected to increase with the gradual expansion of exports to Japan and Korea. How- 
ever, Korea’s import restrictions and Japan’s age limits on imported beef from the 
United States continue to limit growth. Although total beef exports are expected to 
increase 17 percent to 1.3 billion pounds in 2007, the level of exports will remain 
below the 2003 pre-bovine spongiform encephalopathy level of 2.5 billion pounds. 

Total U.S. production of meat and poultry is expected to be record-high in cal- 
endar year 2007, but nearly flat growth in supplies of broiler meat are expected to 
support higher broiler prices and help maintain cattle and hog prices near last 
year’s levels. For livestock and poultry producers, feed prices will be an important 
component of producer production decisions in the upcoming year. 

Beef production is currently forecast to increase 1.6 percent in 2006 as both 
slaughter numbers increase. Slaughter weights could decline in 2006 due to higher 
feed prices. Steer prices will likely remain near last year’s $85.41 per cwt and aver- 
age $84-$89 per cwt. Poor forage conditions resulted in higher cow slaughter during 
2006 as many producers lacked sufficient forage resources to support their herds. 
Herd expansion is expected to be slow as the January Cattle report indicated a 
small calf crop and producers expected to retain 0.5 percent fewer heifers for addi- 
tion to the beef breeding herd. 

Pork production in 2007 will expand about 2.6 percent, marking the 7 year of ex- 
pansion as producers continue to respond to favorable returns over the last several 
years. Given farrowing intentions reported in the most recent Hogs and Pigs report, 
inventories will continue to expand, albeit at slower rates. The increase in 2007 pro- 
duction primarily will reflect increased slaughter as weight gains will be limited as 
producers respond to higher feed prices. Hog prices are expected to reflect the in- 
creased production, declining from 2006’s $47.26 per cwt to average $45-47 per cwt. 

Broiler producers have endured several periods of low returns due to relatively 
low broiler prices in 2005 and 2006 and higher feed costs. Consequently, producers 
reduced chicks placed in 2006, resulting in the lowest rate of production growth 
since the early 1980s. Production growth in 2007 is expected to be even slower. With 
tighter broiler meat supplies, prices are expected to average 72-77 cents per pound 
in 2007, up 16 percent from 2006. 

Milk producers are expected to respond to higher feed prices and lower 2006 milk 
prices by modestly reducing cow inventories and as a result, the rate of growth of 
milk production in 2007 will be slower than in 2006. Production in 2006 increased 
almost 3 percent and the all-milk price declined to $12.90 per cwt from $15.15 per 
cwt in 2005. Output per cow in 2006 was affected by abnormally high temperatures 
in much of the country during the summer, but growth is expected to follow a more 
normal pattern in 2007. Demand for dairy products, both domestically and for ex- 
port, is expected to remain relatively firm in 2007. Commercial exports of nonfat dry 
milk and whey are likely to remain strong, reflecting limited supplies from com- 
peting exporters. Domestic demand for cheese and butter is also likely to remain 
firm, thus, prices of cheese, butter, nonfat dry milk, and whey are all forecast higher 
in 2007 and will support the all-milk price at $15.05-$15.65 per cwt. With product 
prices above support, no Commodity Credit Corporation net removals are forecast. 

Implications for the Financial Situation of U.S. Agriculture 

Net cash farm income declined to $66.7 billion in 2006 from the record and near 
record levels of 2004 and 2005 but is expected to be slightly higher at $67.2 billion 
in 2007. This year strong crop prices and a modest increase in livestock receipts are 
expected to lead to a $16 billion rise in cash receipts to a record-high $258.7 billion. 
This large increase in cash receipts is not translating into a large increase in net 
cash farm income because much of the increase in market receipts is expected to 
be offset by higher cash expenses and declining government payments. 

In 2005. government payments to producers were a record high $24.3 billion, de- 
clined to $16.3 billion in 2006, and are expected to fall to $12.4 billion in 2007. In 
2005, increased marketing loan costs, higher counter-cyclical payments, ad hoc dis- 
aster assistance, and tobacco program buyout payments, all contributed to higher 
government payments. Lower ad hoc disaster payments, marketing assistance loan 
outlays, and counter-cyclical payments will combine to reduce direct government 
payments in 2007, as they did in 2006. 

Cash production expenses are expected to rise 6 percent, or $12.2 billion, in 2007 
following increases of 5 percent in 2006 and 7 percent in 2005. Energy-related in- 
puts (fertilizer, lime, fuels, oils, and electricity) increased by $1.9 billion in 2006 and 
are expected to rise by nearly $1 billion in 2007. Fuels and oils expenses are ex- 
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pected to moderate in 2007 as the Department of Energy projects that diesel prices 
in 2007 will fall by 1.8 percent from 2006. 

Farm household income is also expected to recover in 2007, after its first decline 
in 7 years in 2006. At over $80,700 in 2006, farm household income would still be 
20 percent higher than in 2003 and well above the average of all U.S. households. 

Farm real estate values are expected to rise again in 2007, following a 7.5 percent 
gain in 2006. Another land value increase would continue the recent strong im- 
provement in the farm sector balance sheet. The ratio of real estate value to net 
cash farm income, a concept similar to a price-to-earnings ratio, is forecast to re- 
main high in 2007, near the highest level since the early 1980s. Between 2003 and 
2006, farm net worth went up by $510 billion or about $170 billion per year, which 
is far more than the annual increase in farm income and farm debt. In 2007, in- 
creases in farm real estate values are expected to slow to 4.7 percent and farm net 
worth is expected to increase by $66 billion. Farm net worth is expected to reach 
another record high at $1.76 trillion by the end of 2007, and the debt-to-equity ratio 
is forecast to remain at 13.4 percent, which would be the lowest on record. 

A return to slightly above average national farm income, for the second consecu- 
tive year, is likely to keep U.S. agriculture on a sustainable foundation. Most pro- 
duction sectors in U.S. agriculture are expected to see net cash income the same 
or higher in 2007, with hogs being the main exception. Farm prosperity in the com- 
ing year will be influenced by the durability of the United States foreign economic 
growth, oil prices, the value of the dollar, the ongoing biofuels production expansion 
and its impacts for feed costs, and trade-related animal health issues. The outcome 
of trade and farm bill negotiations will also be crucial determinants of the future 
direction of U.S. agriculture. 

FISCAL YEAR 2008 BUDGET REQUEST 

The Office of the Chief Economist (OCE) advises the Secretary of Agriculture on 
the economic implications of USDA policies, programs and proposed legislation. 
OCE serves as the focal point for the Nation’s agricultural economic intelligence and 
projections, risk analysis, global change issues, and cost-benefit analysis related to 
domestic and international food and agriculture, provides policy direction for the De- 
partment’s bioenergy and biobased product programs, and is responsible for coordi- 
nation, review and clearance of all commodity and aggregate agricultural and food- 
related data used to develop outlook and situation material within the Department. 

The OCE budget request for fiscal year 2008 is $11,347,000, which includes an 
increase of $360,000 for 2007 and 2008 pay costs. The budget request also includes 
an increase of $500,000 for the Methane-to-Markets Initiative. The Methane-to-Mar- 
kets Partnership is designed to promote cost-effective, near-term methane recovery 
internationally through partnerships with fourteen other countries, including Rus- 
sia, China, the United Kingdom, Italy, Mexico, and Brazil. Under this initiative, 
USDA will promote the international adoption of technologies to reduce methane 
emissions from animal waste systems and demonstrate United States leadership in 
reducing methane emissions. 

USDA support for the Methane-to-Markets Partnership will be used to: identify 
and promote areas of bilateral, multilateral, and private sector collaboration on 
methane recovery and use; develop emissions estimates and identify the largest rel- 
evant emission sources to facilitate project development; identify cost-effective op- 
portunities to recover methane emissions and potential financing mechanisms to en- 
courage investment; improve the legal, regulatory, financial, institutional and other 
conditions necessary to attract investment in methane recovery and utilization 
projects; identify and implement collaborative projects aimed at addressing specific 
challenges to methane recovery, such as raising awareness in key stakeholders, re- 
moving barriers to project development and implementation, identifying project op- 
portunities, and demonstrating technologies; and develop and implement a process 
for evaluating progress and reporting results. 

That completes my comments and thank you. 
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Prepared Statement of Phyllis K. Fong, Inspector General, Office of the 

Inspector General 

Thank you for the opportunity to submit testimony to the Subcommittee about the 
Office of Inspector General’s (OIG) recent and ongoing audit and investigative work, 
and our fiscal year 2008 Budget Request. 

My testimony presents the highlights of our audit and investigative work for the 
period of March 2006-March 2007. OIG conducted extensive work in 2006 on impor- 
tant issues and USDA activities regarding food safety, the risks posed by plant and 
animal-based diseases, fraud that impairs vital nutrition and hurricane-relief pro- 
grams, and financial management accountability within USDA agencies. 

To ensure that OIG devotes its resources to the most pressing issues and chal- 
lenges facing USDA agencies, stakeholders, and consumers, we have formally 
prioritized our work and organized our resources according to three Strategic Goals. 
They are improving Safety, Security, and Public Health in USDA operations; en- 
hancing Program Integrity in the many USDA benefit programs that touch the lives 
of your constituents; and oversight work regarding USDA’s Management of Public 
Resources. This statement presents the key elements of our recent and current work 
to the Subcommittee under the framework of these three strategic priorities. 

SAFETY, SECURITY, AND PUBLIC HEALTH 

One of OIG’s top priorities is conducting independent and professional audits and 
investigations to protect the safety and security of USDA entities and the many ag- 
ricultural stakeholders and consumers who benefit from USDA operations each day. 
In fiscal year 2006, we issued 12 audit reports involving safety, security, and public 
health issues related to USDA programs and operations. During the fiscal year, OIG 
referred a total of 120 cases for prosecution. 

Assessing the Performance of Consumer Safety Inspectors in Meat and Poultry Estab- 
lishments 

In our prior audits we determined that the Food Safety and Inspection Service’s 
(FSIS) management control system needed strengthening to ensure accountability 
of consumer safety inspector performance. A key component of the FSIS manage- 
ment control system is the In-Plant Performance System (IPPS), which was estab- 


46 


lished to strengthen supervision and improve inspector accountability. In response 
to several OIG audits, FSIS has cited IPPS reviews as a critical measure to improve 
monitoring of food safety at meat and poultry establishments. 

In our most recent audit of this area, issued in 2006, we evaluated the adequacy 
of agency policy and procedures related to preparing for, executing, and monitoring 
IPPS reviews. FSIS did not require supervisors to complete and/or document the 
completion of all IPPS review procedures when evaluating inspectors. In 84 percent 
of the inspector assessments OIG reviewed, certain elements of inspector duties — 
some of which could be considered critical 1 — were not addressed. We found that 
FSIS did not have a system to schedule and track the completion of IPPS reviews 
and supervisors were not required to use the extensive guidance available to help 
them prepare for the reviews. As a result, supervisors had not used significant seg- 
ments of the guidance to enhance their onsite review of consumer safety inspectors. 

FSIS agreed to closely monitor field managers and supervisors involved in the 
IPPS process, analyze IPPS review data, and periodically evaluate the IPPS review 
process. FSIS also agreed to revise its guidance to require supervisors to examine 
specific data sources and system reports before performing an IPPS review and com- 
plete and provide narratives for all IPPS review elements during an inspector’s per- 
formance rating period. 

Improving Pathogen Reduction Testing in Meat and Poultry Establishments 

The Pathogen Reduction Enforcement Program (PREP) is a system used to sup- 
port FSIS’ pathogen reduction efforts by scheduling microbiological product sam- 
pling at FSIS-inspected meat and poultry establishments and generating automated 
reports that allow FSIS managers to monitor both the sampling process and the re- 
sults of laboratory tests. 

OIG evaluated the effectiveness of FSIS’ process for scheduling and conducting 
microbiological testing of meat and poultry products. We found that in the testing 
programs for the adulterants E. coli 0157:117 and Listeria monocytogenes, FSIS had 
developed procedures to transfer establishment data from the Performance Based 
Inspection System (PBIS) to the PREP (two separate systems) and was selecting the 
identified meat and poultry establishments for testing within reasonable time- 
frames. 

However, we found that Salmonella testing program controls needed strength- 
ening to ensure that all applicable establishments are included in the universe for 
microbiological testing. A significant number of establishments were excluded from 
Salmonell a testing due to ineffective processes for identifying establishments eligi- 
ble for testing. FSIS district office personnel did not fully understand the process 
for inserting/updating establishments into the testing database. In one district we 
visited, 28 percent of the establishments subject to Salmonella testing were ex- 
cluded from testing. We also found that establishments whose slaughter or proc- 
essing activity falls below a specific threshold or produces non-intact beef products 
(such as raw ground beef sausages and meatballs) were also excluded from the uni- 
verse for testing. 

We recommended that FSIS strengthen its procedures to ensure that all establish- 
ments subject to Salmonella testing are identified and modify PBIS to allow PREP 
to draw establishment information for testing from PBIS rather than depend on 
manual updates. The agency should develop a risk assessment to support its policy 
for excluding low-volume establishments from Salmonella testing or conduct testing 
in all plants. Further, FSIS should obtain scientific advice to evaluate whether its 
policy of not testing certain raw ground beef products for E. coli 0157 :H7 contami- 
nation should be continued. FSIS officials generally agreed with OIG’s findings and 
recommendations. 

Assessing FSIS Oversight of State Meat and Poultry Inspection Programs 

FSIS has oversight responsibility for State meat and poultry inspection (MPI) pro- 
grams to ensure that meat and poultry products sold intrastate meet inspection 
standards “at least equal to” 2 Federal laws and regulations. OIG initiated a review 
to examine the effectiveness of FSIS management controls and procedures to ensure 
that State MPI programs were “at least equal to” Federal inspection programs. 

We determined that FSIS was not providing timely oversight of State MPI pro- 
grams. From October 2003 through June 2005, FSIS had conducted only 8 initial 
onsite reviews from a total of 28 State MPI programs. After our fieldwork began 
and since July 2005, FSIS initiated reviews of 16 more State MPI programs and 
developed plans to conduct the 4 remaining reviews prior to the end of fiscal year 


1 Such as hazard analysis and critical control point system procedures. 

2 As established by the Federal Meat Inspection Act and the Poultry Products Inspection Act. 
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2006. Completing the review process is important, especially since four of the eight 
programs initially reviewed needed corrective actions to achieve “at least equal to” 
Federal standards. 3 

Moreover, FSIS had not performed timely onsite fiscal reviews and reviews of new 
programs and did not timely implement its year-end grant closeout procedures to 
ensure that State MPI programs promptly returned any excess Federal funds. FSIS 
had not recovered $260,201 in excess Federal funds from one State for fiscal year 
2004. In this State, during fiscal year 1997-2004, unnecessary interest costs of ap- 
proximately $100,000 were incurred by the Federal Government because the State 
retained unused Federal funds. 

OIG made numerous program improvement recommendations based upon this 
audit. We recommended that FSIS establish criteria to determine how deficiencies 
in meat processing establishments affect State acceptability determinations. FSIS 
should analyze the staffing requirements of State MPI programs and confirm that 
laboratories adhere to standards “at least equal to” Federal requirements. The agen- 
cy needs to eliminate the backlog of onsite fiscal reviews and perform timely, year- 
end grant closeouts of State MPI programs and seek prompt recovery of $260,201 
from the identified State MPI program. FSIS responded positively to OIG’s rec- 
ommendations, and management decision was reached on 6 of the 12 recommenda- 
tions. 

The USDA Response to Avian Influenza 

The emergence of highly pathogenic Avian Influenza (HPAI) as a potential pan- 
demic has rapidly changed the environment in which the Animal and Plant Health 
Inspection Service (APHIS) operates. The November 1, 2005, issuance of the Presi- 
dent’s strategy for the preparation, detection, and response to a pandemic acceler- 
ated APHIS’ actions in dealing with AI. The strategy recognizes roles for all seg- 
ments of society, including Federal, State, local and Tribal governments, private in- 
dustry, international trade partners, and individual citizens. 

In our June 2006 review of APHIS’ oversight of Avian Influenza (AI), we con- 
cluded that APHIS has made commendable progress in developing plans and estab- 
lishing the networks necessary to prepare for, and respond to, outbreaks of AI. How- 
ever, APHIS had not yet developed a comprehensive approach for surveillance and 
monitoring of AI in domestic poultry. APHIS relies on a variety of voluntary State 
and commercial programs to monitor and test domestic poultry and wild birds. Be- 
cause these programs are voluntary, APHIS did not know the extent of surveillance 
activity in place and was not gathering consistent data to properly detect changes 
in epidemiological parameters (e.g., subtype of AI or rate of prevalence) or to report 
incidents of AI in accordance with new international trade requirements. 

In regard to USDA’s National AI Preparedness and Response Plan, OIG found 
that APHIS needed to provide additional guidance on preparing and responding to 
HPAI or notifiable AI outbreaks in live bird markets or other “off farm” environ- 
ments. 4 APHIS also needed to clarify actions that employees should take in obtain- 
ing and administering necessary vaccines and anti-virals in the event that a culling 
operation for HPAI occurs. Finally, APHIS needed to finalize interagency coordina- 
tion on the process and procedures for notifying owners of susceptible animals of 
the current infectivity risks and the necessary protective actions they should take 
when an outbreak of AI occurs. In its response, APHIS described a number of initia- 
tives planned and in process to address our concerns. 

OIG currently has a related audit underway. We are evaluating the effectiveness 
of APHIS’ implementation of the Homeland Security Council’s National Strategy for 
Pandemic Influenza (issued May 2006). We will also follow up with the agency on 
its corrective actions responding to our prior audit. 

Targeting the Smuggling of Animals and Plant Products 

The smuggling of animals and animal/plant products into the United States is of 
significant concern. The smuggling of these products presents both a human health 
risk and a risk to the United States’ animal and plant populations because of the 
potential for the transmission of disease. 

OIG works closely with USDA regulatory agencies such as APHIS and FSIS that 
enforce standards for the importation for meat, poultry, and live animals into the 
United States. As stated in our testimony before the Subcommittee last year, OIG 


3 FSIS issued a report in January 2007 that contained the results of all 28 reviews. 

4 The plan is intended to complement regional. State, and industry plans that are written to 
be more specific to local issues and needs. States should continue to develop plans that are spe- 
cific to their poultry industries and requirements. The USDA/APHIS plan will evolve as addi- 
tional information and experience is gained. 
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works with USDA agencies to achieve a balance among risk mitigation efforts, regu- 
latory investigations, and criminal investigations when such products are smuggled 
into the United States. To achieve this goal, we have been working to establish pro- 
tocols to clarify each USDA agency’s role in response to smuggling. We anticipate 
the Department will issue these protocols this summer. 

One of the groups in which OIG is participating is an interagency working group 
comprised of both regulatory and law enforcement agencies from the Department of 
Homeland Security (DHS), the Department of Justice, and the Department of Inte- 
rior. While the initial objective of this working group was to improve smuggling in- 
vestigations concerning HPAI, OIG’s participation has also improved our investiga- 
tive capabilities to respond to smuggling investigations involving any type of prohib- 
ited product. The inter-agency working group fostered productive relationships and 
communications between OIG and those departments and more clearly defined our 
respective roles. 

OIG participated in a joint investigation at the Port of Newark known as “Oper- 
ation Fowl Play.” The investigation led to the seizure of approximately 1 million 
pounds of prohibited poultry, fowl, meat, pork, vegetables, fruit, and other merchan- 
dise over several months. The investigation, which began in 2005, involved several 
New York based companies responsible for importing these products from China. 

Preparing for Agricultural Emergency Situations and Wildland Fire Fatalities 

OIG’s Emergency Response Team (ERT) and Wildland Fire Investigation Team 
(WFIT) engaged in training and were both actively deployed in fiscal year 2006. The 
ERT has the capability to safely and effectively respond to criminal acts that could 
threaten or compromise the United States’ food supply, agricultural infrastructure, 
or USDA facilities. The WFIT is responsible for conducting an independent inves- 
tigation into the deaths of any Forest Service (FS) firefighters who are killed as a 
result of a burnover or entrapment. We thank the Members of the Subcommittee 
for your continued support of these important programs. 

During 2006, ERT members participated in several tabletop exercises concerning 
AI and Foot and Mouth Disease, attended Food Defense Exercises, and State and 
local emergency preparedness meetings. Our ERT works with various Federal, 
State, and local agencies to educate them about the assistance and resources OIG 
can provide when an agriculture-related incident occurs. Coordination with and out- 
reach to our counterparts at the State and local level is vital to build the skills and 
partnerships necessary for effective, multilevel government responses to agricultural 
emergencies. 

During the execution of a search warrant in one investigation in 2006, the ERT 
assisted with the identification and depopulation of game fowl at an illegal cock- 
fighting pit in Oklahoma. Birds utilized in animal fighting competitions present a 
health risk to humans and animals because the birds may carry infectious diseases 
such as Exotic Newcastle Disease and AI. 

Our WFIT members undergo extensive training to gain the skills and experience 
necessary to conduct wildland fire-related investigations. 5 The OIG agents com- 
prising the WFIT attend the FS’ Basic Fire Academy that incorporates training in 
Incident Command, Basic Wildfire Suppression Orientation, Firefighter Training, 
Introduction to Wildland Fire, and Interagency Serious Accident Investigation 
Training. In October 2006, WFIT members responded to the Esperanza Fire that 
claimed the lives of five FS fire engine crew members near Cabazon, California. 
WFIT members arrived at the site within 24 hours of the fatalities to begin orga- 
nizing their investigation. OIG’s investigation of the circumstances leading to the 
Esperanza Fire deaths is ongoing. 

The Bovine Tuberculosis Eradication Program 

APHIS administers the Bovine Tuberculosis Eradication Program (BTEP) that 
was established in 1917 to eliminate bovine tuberculosis (TB) in the United States. 
Because of concerns we previously identified regarding the agency’s systemic classi- 
fication and testing of relevant TB cases in one State, OIG conducted a more com- 
prehensive audit of APHIS’ administrative controls over BTEP. We found that 
APHIS had made improvements to BTEP since the Secretary’s Emergency Declara- 
tion in October 2000, 6 but weaknesses in oversight made it difficult for the agency 
to timely detect and eradicate the disease. APHIS’ status system — important be- 
cause it dictates the extent of Federal testing and movement controls for cattle in 


5 Public Law 107—203, enacted July 24, 2002, established the statutory requirement for a 
USDA-OIG investigation of FS fatalities occurring due to wildland fires. 

6 The emergency declaration authorized the transfer of $44.1 million from emergency contin- 
gency funds to APHIS to expand the TB eradication program. 
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each State or zone — did not capture most TB cases. From fiscal year 2001 through 
2005, 272 TB-infected cattle were detected through slaughter surveillance, but 
APHIS excluded 96 percent from the status system because it could not locate the 
source herd or find an additional infected animal in that herd. Approximately 75 
percent of the TB-infected cattle detected through slaughter surveillance originated 
in Mexico, and these animals spent months at U.S. farms and feedlots with no re- 
strictions to prevent commingling with domestic cattle. Mexican cattle are tested be- 
fore entry, but APHIS had not established controls to compensate for the 3- to 2 
month TB incubation period. 

We recommended that APHIS perform program reviews periodically; review and 
approve States’ annual and monthly reports and use them to assess/minimize areas 
of highest risk; enhance its two key BTEP control functions (the status classification 
and slaughter surveillance systems); and strengthen movement/testing controls to 
address the disease’s incubation period. The agencies agreed to take corrective ac- 
tions based on our findings and recommendations. 

Agricultural Inspection Efforts on the U.S. Border 

With the creation of DHS in March 2003, U.S. Customs and Border Protection 
(CBP) assumed responsibility to inspect agricultural goods arriving at U.S. ports 
while APHIS retained responsibility for agriculture related policies and procedures. 
We issued a report in February 2007 from our joint review with DHS-OIG of border 
inspection issues. We assessed selected agricultural inspection activities that were 
transferred to CBP. 

Our joint review found that CBP generally complied with agricultural inspection 
requirements at the ports we visited. However, improvements are needed regarding 
risk identification activities. CBP’s sampling for Agricultural Quarantine Inspection 
Monitoring (AQIM) — which helps USDA predict future risks to agriculture from 
pests/diseases — did not meet sampling requirements for 13 of 18 pathway activities 
at four ports. 7 CBP also lacks a current staffing model for agriculture specialists 
and performance measures for many activities that would ensure personnel are used 
effectively. 

APHIS officials agreed to develop a risk assessment process for incoming rail 
cargo. However, agency officials cite operational difficulties (such as obtaining time- 
ly cargo manifests) as a barrier to developing a workable system. APHIS has not 
yet issued policies and uniform procedures to clearly define how transportation/ex- 
port shipments will be monitored. We also found that APHIS needs to issue instruc- 
tions to CBP clarifying APHIS policy on labeling and packaging seized agricultural 
products. 


PROTECTING AND IMPROVING THE INTEGRITY OF USDA PROGRAMS 

OIG’s second strategic priority is audit and investigative work to protect the in- 
tegrity and efficiency of USDA programs and benefits. A substantial amount of 
OIG’s audit and investigation resources in fiscal year 2006 were focused on Farm 
Service Agency (FSA) and Risk Management Agency (RMA) programs and oper- 
ations. OIG continues to work to combat fraud and deter criminal activity in farm 
programs, such as payment limitations, crop insurance, and conversion of mortgaged 
property. 

Food and Nutrition Service (FNS) programs providing food assistance to needy 
Americans is a major portion of USDA’s annual budget — the Food Stamp Program 
helps over 26 million people each month, and 15.5 million children receive a free 
or reduced-price school lunch. Fraud in FNS programs such as the Women, Infants, 
and Children (WIC), Food Stamp, and the Children and Adult Care Feeding Pro- 
grams remains a high priority for OIG. 

USDA Compliance with the Improper Payments Information Act 

Within USDA, the Office of the Chief Financial Officer (OCFO) is designated as 
the lead agency for coordinating and reporting on the Department’s efforts to imple- 
ment the Improper Payments Information Act (IPIA). OCFO has designated IPIA 
compliance as a top priority for fiscal year 2007. 

To determine the Department’s compliance with IPIA, OIG initiated audits of four 
USDA agencies in fiscal year 2006 — FSA, FS, Rural Development’s (RD) Rural 
Housing Service (RHS), and the Natural Resources Conservation Service (NRCS). 
Our objectives included reviewing agency efforts to quantify improper payments for 
high risk programs, assessing agency corrective actions related to our previous au- 
dits, and substantiating agency results reported in USDA’s Performance and Ac- 
countability Report for fiscal year 2005. 


7 Such as air passengers and truck cargo AQIM inspections. 
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Our audits revealed significant findings on agency compliance with IPIA. OIG 
found that valid statistical samples had not been performed for three of the four 
agencies reviewed. Improper payments reported in fiscal year 2005 were not prop- 
erly calculated and the estimated improper payments reported in fiscal year 2005 
did not always include payments made to ineligible recipients. We determined that 
corrective actions were too narrow in scope and ineffective in addressing our prior 
findings. OCFO generally agreed with our recommendations to correct these condi- 
tions and we are working with agencies to improve their implementation of IPIA 
requirements. OIG is currently auditing several USDA agencies to assess their ef- 
forts to quantify improper payment error rates for high risk programs. 

Farm Programs — Improving Agency Controls to Prevent Loans to Ineligible Recipi- 
ents 

When farmers and ranchers are unable to repay their Farm Loan Programs (FLP) 
loans in full, Congress requires that FSA consider them ineligible for future loans. 
Using data-mining techniques, we reviewed the approximately 139,000 loans active 
in FSA’s database (as of the beginning of fiscal year 2005) to isolate 239 borrowers 
who were potentially ineligible for having received prior debt forgiveness. Our de- 
tailed review of six potentially ineligible borrowers revealed that three were, in fact, 
ineligible and should not have received FLP loans. FSA subsequently reviewed all 
239 borrowers and ultimately found 113 loans totaling over $7.5 million, issued dur- 
ing 1999-2004, were ineligible. In general, we determined that the unauthorized as- 
sistance occurred because FLP loan officials did not follow established procedures 
for determining applicants’ eligibility and FSA’s automated management tools 
lacked the applicants’ complete debt history. 

FSA took action to collect the 113 ineligible loans as appropriate. Further, FSA 
issued guidance to help employees determine whether applicants have received prior 
FLP debt forgiveness and is developing a new automated system that will automati- 
cally display applicants’ complete debt histories. FSA is currently pilot testing the 
new system at two State offices and plans to implement it nationwide. 

Improving the Integrity of the Crop Insurance Program 

Due to continuing concerns about costs incurred by the Federal crop insurance 
program, OIG conducted an overview of the program. In collaboration with FSA and 
RMA, OIG identified conditions that are often associated with fraud, abuse, and 
mismanagement. 

We identified two major factors that must be in place to enhance the integrity of 
the crop insurance program: effective management controls to ensure program oper- 
ations are meeting program objectives and aggressive enforcement through criminal 
investigations and agency compliance reviews. 

Based on this overview and our discussions with FSA/RMA about the current 
state of the crop insurance program, we presented a series of recommendations that 
are consistent with OIG’s prior work. Among other recommendations, we found that 
agency officials should accelerate plans to create a single comprehensive information 
system for crop insurance, conservation, and farm programs; increase coordination 
and communication between RMA and FSA to ensure more effective growing season 
inspections; and strengthen RMA’s oversight and monitoring of the private sector’s 
application of the quality control review system. 

Investigating Fraud in USDA Farm Programs 

A recent OIG investigation resulted in a Montana producer and a former loan offi- 
cer being sentenced for a scheme in which the producer filed false claims with FSA 
in order to receive program payments. The producer circumvented program payment 
limitations to fraudulently receive $1.4 million. The private loan officer provided 
false financial documents to FSA regarding the other partners’ participation in the 
farming operation. In July 2006, the producer was sentenced to serve 10 months in 
Federal prison and ordered to pay $226,035 in restitution. The former loan officer 
was sentenced the following month to a period of home confinement and probation. 

Another OIG investigation into potential farm program fraud resulted in orders 
to repay the Government over $1 million and the sentencing of two individuals and 
three corporations in 2006. Our investigation revealed that two individuals and 
three corporations in the Texas panhandle fraudulently obtained approximately 
$400,000 in RMA crop insurance indemnity payments and FSA disaster program 
payments by shifting their unreported cotton production for program payment pur- 
poses. The producers assigned their hidden cotton production to other established 
accounts at a cotton gin owned by one of the individuals. A producer and two cor- 
porations were sentenced in August 2006. The producer was sentenced to 12 
months’ imprisonment, followed by 36 months’ supervised release, and was ordered 
to pay approximately $331,000 in restitution. The corporations each received sen- 
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tences of 60 months of probation and were ordered to pay restitution totaling ap- 
proximately $331,000. In September 2006, the second individual and the remaining 
corporation were both sentenced to 60 months of probation and were ordered to pay 
restitution of $362,775, severally and jointly. 

A third OIG investigation involving farm program fraud resulted in the repay- 
ment of $1,085,000 to FSA. The Idaho producer involved received 3 years of proba- 
tion and 80 hours of community service. The producer’s son was also sentenced to 
3 years probation and was fined $4,000. The sentence included a joint restitution 
order of $1,085,000 imposed on the two defendants. The OIG investigation disclosed 
that the mother and son converted 305 head of cattle pledged as collateral to FSA. 
They pled guilty in May 2006 to theft/conversion of FSA collateral. FSA also has 
a lien against their property that is valued at more than $1 million. 

USDA Food Programs — FNS Oversight of Electronic Benefits Transfer Operations 

In fiscal year 2007, FNS estimates that Food Stamp benefits of about $30 billion 
will be provided to over 25 million participants. State agencies now deliver Food 
Stamp Program (FSP) benefits almost entirely through Electronic Benefit Transfer 
(EBT) systems using EBT benefit cards issued to recipients. OIG has monitored and 
audited the implementation of EBT by FNS and States since the system’s inception 
in the 1990s. We recently issued a follow-up audit to evaluate corrective actions 
FNS has taken in response to our prior audits and to ensure adequate agency over- 
sight of EBT systems. 

We concluded that FNS oversight of EBT operations was generally effective. How- 
ever, despite FNS requirements to safeguard EBT systems, inadequate control over 
State agency access to the system remains a problem. Based on our earlier work, 
FNS had agreed to strengthen procedures for controlling access to State EBT sys- 
tems and directed States to conduct semiannual reviews of employee access. How- 
ever, FNS did not independently confirm that States adequately controlled access. 

EBT trafficking through the illegal and unauthorized use of Point of Sale (POS) 
equipment is another system vulnerability. Unscrupulous retailers have cir- 
cumvented the EBT security controls by fraudulently obtaining new equipment and/ 
or illegally moving existing machines to unauthorized locations. Our September 
2006 report found that in their contract proposals to acquire EBT systems, States 
were not required to consider equipment functionality and/or technological specifica- 
tions that could prevent the illegal removal and unauthorized use of existing EBT 
POS equipment. 

Based on our audit, FNS agreed to take steps to ensure that States limit unau- 
thorized access to EBT systems and to require States to implement, via the EBT 
contract, formal processes during POS equipment replacement to prevent retailers 
from fraudulently obtaining equipment. 

This year, we will conduct further audits regarding FNS oversight of EBT sys- 
tems. Our work will include reviewing FNS oversight of the largest private EBT 
processor and two State agencies. 

Investigations of EBT Trafficking 

OIG devotes extensive resources to investigate unscrupulous retailers who cir- 
cumvent EBT security controls by fraudulently obtaining new equipment and/or ille- 
gally moving existing machines to unauthorized locations. In our Food Stamp Pro- 
gram investigative work, we focus our resources on high impact cases, such as those 
involving large-scale traffickers, those with potential connections to terrorist activ- 
ity, and cases involving additional types of criminal activities beyond benefit fraud. 8 
Comparing our final fiscal year 2006 investigative statistics to the prior fiscal year, 
the number of food stamp trafficking investigations we opened increased from 77 to 
84; the number we referred to DOJ increased from 21 to 31; and the number of in- 
dictments resulting from OIG food stamp investigations increased from 70 to 146. 

EBT fraud cases are very complex investigations, so OIG worked in 2006 to de- 
velop and conduct training focused on improving methods to detect and analyze 
trends indicating fraud. OIG is creating a database that will capture vital informa- 
tion regarding EBT trafficking investigations to identify large scale fraud networks. 

OIG has initiated numerous investigations as a result of our collaborative efforts 
with multiple Federal and local law enforcement agencies. A major OIG food stamp 
fraud investigation resulted in a Chicago grocery store owner being sentenced in Au- 
gust 2006 to 51 months in prison and ordered to pay $1.4 million in restitution. The 
store owner pled guilty to wire fraud and money laundering. Two months earlier, 
the store owner pled guilty in Federal court in Florida to conspiracy for providing 


8 Examples would be food safety concerns affecting public heath, such as contaminated food 
or black-market WIC products. 
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funding to the Palestinian Islamic Jihad, in violation of the International Emer- 
gency Economic Powers Act. The store owner had conspired with other persons and 
unauthorized stores to conduct thousands of illegal electronic food stamp benefit 
transactions. 

Expanding Efforts to Deter WIC Fraud 

WIC is a vital Federal program to provide supplemental foods and nutrition edu- 
cation to lower-income pregnant, breast-feeding, and postpartum women, and in- 
fants and children who are at nutritional risk. 

The main product purchased with WIC vouchers is infant formula. Theft rings 
around the country are stealing, re-labeling, and reselling infant formula. When in- 
fant formula is stolen, it is taken out of the regulated retail system, and there can 
be no guarantee the formula is safe and wholesome. In response to this growing con- 
cern, OIG is expanding alliances with State and local law enforcement agencies to 
better coordinate jurisdictional investigative efforts into broader regional efforts. 
Our ultimate objective is to develop a national initiative that will enable OIG to 
track and maintain records of stolen infant formula incidents across the United 
States. 

A recent OIG infant formula investigation involved an Ohio furniture store owner 
who led a nationwide network that trafficked in stolen merchandise and food 
stamps through inner-city markets. The stolen merchandise included infant for- 
mula, diabetic blood glucose test strips, and over-the-counter medications. The sto- 
len merchandise was transported to wholesalers and warehouses in States including 
Indiana, Illinois, Wisconsin, New York, Florida, and California. The store owner and 
24 other individuals were charged with crimes ranging from food stamp trafficking 
to transportation of stolen property and money laundering. During 2005-2006, 21 
individuals have pled guilty or were found guilty, including the leader of the crimi- 
nal organization. Sentences imposed on the defendants ranged from 8 months to 11 
years, and monetary judgments and restitutions totaled over $2.7 million. On Feb- 
ruary 20, 2007, two of the three store owners involved in the scheme in Wisconsin 
pled guilty to false statements and conspiracy; the third is awaiting trial. This was 
a joint investigation with the FBI and the Ohio Organized Crime Investigations 
Commission. 

A second OIG infant formula investigation determined that a Pennsylvania con- 
venience store owner was trafficking in food stamps and operating and engaging in 
an unlicensed money transmitting business. From 2001 to May 2006, the store 
owner transmitted more than $7 million without the license required by Federal and 
State law. The store owner bought and sold stolen goods such as infant formula, 
drug paraphernalia, and counterfeit cigarettes and music CDs. The store owner pled 
guilty in Federal court in November 2006 to operating an unlicensed money trans- 
mitting business and agreed to forfeit over $252,000. This investigation was part of 
a taskforce that included OIG agents and several other Federal and State enforce- 
ment agencies (FBI, Immigration and Customs Enforcement, Secret Service, IRS, 
and the Pennsylvania Department of Revenue). 

The OIG Response to Hurricanes Katrina and Rita: Audit Oversight and Investiga- 
tive Support 

During last year’s testimony, we discussed USDA’s role in the Federal recovery 
efforts related to Hurricanes Katrina and Rita. OIG continues to work with the 
President’s Council on Integrity and Efficiency (PCIE) and DHS working groups to 
coordinate related investigative efforts and thereby maximize Federal investigative 
resources and prevent duplicative efforts. We coordinated efforts with both the De- 
partment of Housing and Urban Development’s (HUD) OIG and DHS-OIG to de- 
velop computer matching agreements with RHS. These agreements facilitate the 
ability of the participants to identity improper and fraudulent disaster assistance 
payments. Data matching is a highly effective tool in disaster assistance payment 
investigations for all of the agencies involved. 

OIG special agents are working Hurricane Katrina Fraud Task Force investiga- 
tions in the Gulf Coast region. We continue to receive referrals throughout the coun- 
try on individuals who have submitted false claims or provided false statements to 
obtain Federal benefits for which they were not entitled. At this time, as hurricane 
reconstruction efforts in the Gulf Coast region continue, OIG has begun receiving 
investigative referrals from FSA and RD that involve larger monetary amounts of 
fraud or theft and more complex fraud cases. 

A recent example of our hurricane relief investigative work involved an Illinois 
woman who obtained at least $23,000 in Hurricane Katrina housing, food stamps, 
and cash assistance for which she was not entitled. OIG worked with the Postal 
Service’s OIG to determine that the individual never resided in Louisiana or Mis- 
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sissippi and thus would not have been affected by Hurricane Katrina. The indi- 
vidual sought benefits for non-existent family members. She pled guilty in October 
2006 to mail fraud and false statements and was sentenced in January 2007 to 48 
months in Federal prison, followed by 36 months of supervised release, and was or- 
dered to pay $23,982 in restitution. 

We have also committed significant audit resources to conduct reviews of the De- 
partment’s hurricane relief efforts. In view of the substantial Federal funds appro- 
priated for hurricane disaster relief, a continuing concern for both program man- 
agers and the Congress is the potential for excessive or duplicative payments to in- 
dividuals in hurricane-affected communities. 

In the aftermath of Hurricanes Katrina and Rita, RD — through RHS — placed 
11,000 evacuees into 4,100 Rural Rental Housing (RRH) apartment units in 45 
States and provided $2.6 million in emergency rental assistance. OIG evaluated 
RHS management controls for multifamily housing funds targeted for disaster as- 
sistance. We found that most residents placed in RRH apartments needed only ade- 
quate housing and not rental assistance because the Federal Emergency Manage- 
ment Agency (FEMA) was already providing financial assistance. As a result, much 
of the $2.6 million provided by RHS duplicated FEMA assistance. 

Specifically, our review determined that RHS’ database system contained gen- 
erally inaccurate/incomplete information on hurricane victims and the amount of 
rental assistance they received. Some property owners required tenants to pay rent 
even though the owner had already received rental assistance directly from RHS. 
The agency was also not able to identify victims who used the FEMA identifying 
numbers of other individuals to obtain housing assistance. OIG found that some 
property owners had reclassified existing tenants as hurricane victims even though 
the tenants had no change in income or other circumstances. This resulted in unnec- 
essary RRH rental assistance to the tenants. 

RHS agreed to improve its information system and related management controls. 
To better prepare for future disaster situations, the agency is implementing correc- 
tive actions regarding coordinating its actions and information with other Federal 
agencies providing housing assistance. 

This year, we will continue our oversight work regarding USDA’s response to 
major hurricanes. OIG currently has 11 audits in process pertaining to the Depart- 
ment’s hurricane relief operations, including reviews of FNS’ Disaster Food Stamp 
Program payments in five hurricane-affected States and RMA controls to provide 
hurricane victims in Florida with timely and accurate indemnity payments. 

Assessing USDA Trade Programs and Operations 

In 2002, the Farm Bill and the President’s Management Agenda (PMA) estab- 
lished a number of new goals and requirements for the Foreign Agricultural Service 
(FAS), the agency charged with coordinating USDA’s international activities. The 
2002 Farm Bill’s trade section contained 13 provisions affecting FAS programs, in- 
cluding export credit guarantees, market development, export enhancement, food 
aid development, and technical barriers to trade. OIG initiated a review to deter- 
mine the status of FAS’ efforts to implement the 2002 Farm Bill’s trade and food 
aid programs and to evaluate the agency’s efforts to address problems that the PMA 
identified in food aid programs. 

We found that FAS took prompt action to implement 10 out of the 13 Farm Bill 
trade provisions within 1 year of enactment. However, FAS has not developed a 
business process to ensure that the Farm Bill’s global market strategy require- 
ments — coordinating USDA resources and programs with other Federal agencies to 
identify export opportunities and remove trade barriers — are being met on a global 
basis. FAS managers have followed a strategy of supporting agricultural exporters 
(referred to as “cooperators”) when implementing their individual country and re- 
gional market strategies. In our view, such efforts have not been sufficiently inte- 
grated to produce a focused, global strategy that would allow FAS to effectively 
identify and react to changing trends in global markets. The U.S. share of global 
agricultural exports declined from 22 percent to 9.7 percent during 1984-2005, yet 
FAS officials do not believe that a central planning process or formal global mar- 
keting strategy is necessary. 

The PMA cited several problems in U.S. food aid programs, including program du- 
plication between FAS and the U.S. Agency for International Development (USAID) 
that wasted donated food supplies and excessive administrative/transportation costs. 
OIG found that FAS has strengthened its program planning and improved consulta- 
tion and coordination with USAID, USDA’s Economic Research Service, and other 
organizations to develop better outcome-oriented performance measures and report- 
ing. However, we recommended that FAS develop outcome-based performance meas- 
ures to more accurately reflect program accomplishments in recipient countries. OIG 
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is assessing the agency’s response to our draft report and we anticipate issuing a 
final report in April 2007. 

Identifying Barriers to U.S Agricultural Exports 

OIG received a congressional request in 2006 to review certain aspects of FAS 
market development programs in fostering expanded trade activities for U.S. agri- 
cultural exports. We initiated an audit to examine the extent to which FAS conducts 
outreach to U.S. agricultural interests to identify trade constraints and foreign agri- 
cultural business opportunities; determine if the agency is presenting information 
on identified trade barriers to the U.S. Trade Representative (USTR) and FAS’ pri- 
vate sector cooperators; and review whether USDA efforts to promote U.S. agricul- 
tural exports are being presented, with measurable benchmarks, in the National Ex- 
port Strategy. OIG’s report was issued in February 2007. We found that FAS does 
not formally track its efforts to expand trade activities or conduct outreach to U.S. 
exporters and does not have a formal process for summarizing and presenting trade 
barriers to the USTR. 

Ensuring Accountability in Foreign Food Aid Programs 

FAS administers foreign food aid programs, largely through grants to inter- 
mediaries known as private voluntary organizations (PVOs), the charitable, non- 
profit organizations responsible for implementing program objectives abroad. FAS 
expended approximately $400 million for its food aid programs in fiscal year 2006. 
In March 2006, we issued a report assessing FAS’ progress in addressing manage- 
ment control weaknesses regarding the Food for Progress program identified in an 
earlier OIG audit. Our latest report also reviewed eight judgmentally selected PVOs, 
three of which were the subjects of a hotline complaint. The audit evaluated issues 
such as internal agency controls/processes for evaluating grant proposals and 
awarding grant agreements, monitoring compliance with grant terms and condi- 
tions, and determining program results. 

OIG found that many of the recommendations from our prior audit report had not 
been implemented, and therefore FAS could not provide reasonable assurance that 
PVOs were meeting their program objectives or spending funds appropriately. FAS 
lacked procedures to confirm that PVOs were recognized by their host governments 
and were able to operate effectively in-country. FAS did not pursue grant funds lost 
due to PVO mismanagement. Due to these internal control weaknesses, we con- 
cluded that FAS did not adequately follow up and determine whether there was 
mismanagement of $2.2 million in grant funds. 

We recommended that FAS strengthen its ability to monitor food aid agreements 
by implementing procedures to review PVOs’ semiannual reports, conduct onsite re- 
views, and complete closeout reviews of food aid agreements. The agency should con- 
firm that PVOs are viable agents in their host countries before shipping donated 
commodities to these private groups and aggressively seek recovery of grant funds 
lost due to PVO mismanagement. Generally, FAS agreed with our recommendations 
and stated that agency efforts were underway to implement several of them. 

Oversight of Farm, Conservation, and Research Programs in 2007 

OIG has initiated or plans to conduct several audits to review USDA farm and 
conservation programs. Work is underway to examine RMA’s effectiveness in moni- 
toring private insurance providers and determine if its compliance activities are ade- 
quate to improve the crop insurance program and reduce fraud, waste, and abuse. 
We are planning to review FSA’s management controls in 2007 to assess their effec- 
tiveness to prevent farm program payments being made to producers who have been 
disqualified due to civil, criminal, or administrative actions. 

There is considerable congressional interest in expanding USDA’s role in our na- 
tion’s efforts to develop a viable renewable energy program. The Department’s ac- 
tivities include financial incentives (loans, loan guarantees, grants for capital equip- 
ment) for farmers to grow crops that can produce renewable energy products such 
as ethanol. USDA research agencies are engaged in developing and improving meth- 
ods to produce renewable energy. In 2007, OIG will evaluate the Department’s ef- 
forts to foster renewable energy technologies as well as the coordination between 
USDA agencies and other Federal agencies. These audits are currently underway. 

NRCS' Wetlands Reserve Program (WRP) is a voluntary program offering land- 
owners the opportunity to protect, restore, and enhance wetlands on their property. 
NRCS provides technical and financial support to help landowners with tbeir wet- 
land restoration efforts. We are reviewing the legitimacy of restoration costs and the 
agency’s ability to monitor restoration efforts. A related voluntary agency program 
is the Conservation Security Program (CSP), in which payments are provided to 
landowners to maintain and enhance natural resources. CSP identifies and rewards 
those farmers and ranchers who are meeting the highest standards of conservation 
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and environmental management on their operations. The Government Account- 
ability Office reported that NRCS lacked adequate controls to prevent participants 
from receiving financial assistance from multiple programs for the same conserva- 
tion practice. OIG has initiated an audit to determine whether NRCS has ade- 
quately implemented provisions of CSP. We are focusing on whether the agency has 
properly handled key issues such as program eligibility, the calculation of program 
payments, and the detection of improper payments. 

OIG also has an audit underway to review the agency’s procedures to assess and 
prioritize the rehabilitation of dams constructed with NRCS funding. Many of these 
dams are nearing the end of their 50-year design life. A recent survey of known re- 
habilitation needs in 22 States revealed that more than 2,200 dams need rehabilita- 
tion at an estimated cost of more than $540 million. The cost of rehabilitation will 
only increase with time as deterioration increases, construction costs rise, and more 
rehabilitation needs are identified. The Watershed Rehabilitation Program budget 
reported in the USDA fiscal year 2008 Budget Summary and Annual Performance 
Plan is $6 million. Our primary objective is to review the adequacy of NRCS pro- 
gram controls for the rehabilitation of flood control dams to mitigate potential threat 
or danger to life and property. 

Congress has provided substantial resources to support Agricultural Research 
Service (ARS) research regarding a wide array of food quality and safety issues, nu- 
tritional needs, and our environment’s natural resource base. ARS spends approxi- 
mately $1.1 billion annually on 1,200 research projects organized into 22 national 
program areas at 100 locations and 4 overseas laboratories. We are currently evalu- 
ating the efficacy of ARS management controls over its intramural and extramural 
research agreements to ensure they are properly implemented. Our audit is exam- 
ining ARS procedures to ensure that research funding is used for its intended pur- 
poses, research projects are adequately monitored, and project milestones are prop- 
erly managed. 

THE MANAGEMENT OF USDA’S PUBLIC RESOURCES 

Information Technology Security in USDA 

In recent years, USDA’s Office of the Chief Information Officer (OCIO) and OIG 
have placed a major emphasis on the need to plan and implement effective informa- 
tion technology (IT) security for the Department. OIG continues to conduct various 
audits and reviews of the Department’s IT security systems to assess and improve 
their performance. 

Based on our reviews in 2006, the National Information Technology Center 
(NITC) in Kansas City, Missouri, sustained its unqualified opinion on its general 
control structure, and OCFO’s National Finance Center (NFC) in New Orleans, Lou- 
isiana, received its first unqualified opinion on its design of its general control struc- 
ture. However, we issued a qualified opinion on the effectiveness of NFC’s controls 
because the controls were not operating during the entire year. This effectiveness 
qualification was primarily attributed to the disruptive effects of Hurricane Katrina 
on NFC’s normal operating procedures. When our review determined that certain 
controls were not adequately designed, OCFO NFC updated its procedures to ad- 
dress our concerns. 

As required by the Federal Information Security Management Act of 2002, our an- 
nual audit of the Department’s IT security program continued to find significant 
weaknesses. These included needed improvement in contingency planning and test- 
ing, annual risk assessments, and configuration management. Due to the signifi- 
cance of the issues identified in our reviews, we continue to classify IT security as 
a material internal control weakness for USDA. 

USDA’s Universal Telecommunications Network (UTN) is the critical general sup- 
port system serving the Department’s data network backbone for telecommuni- 
cations and network support services. We identified weaknesses in OCIO’s ability 
to effectively manage and secure the UTN. OCIO had not completed required sys- 
tem testing, security control testing, and certification/accreditation of the UTN net- 
work prior to implementation. OCIO concurred with our recommendations and has 
taken significant actions to address identified weaknesses. 

Reducing Risks From Stolen USDA Computer Equipment 

In light of the disclosure or theft of Privacy Act/sensitive information from several 
Federal agencies in 2006 and OMB’s recent mandates on securing such information, 
OIG is assessing potential risks at USDA. We issued a report on February 27, 2007, 
from our review of stolen equipment within USDA. 

To the extent possible, we identified the information maintained on the stolen 
computers as well as sensitive information currently maintained on computers with- 
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in the Department. OIG found that controls over stolen computer equipment were 
lacking in the four USDA agencies reviewed. 9 Specifically, we found Privacy Act/sen- 
sitive information was stored on computers that were stolen and the agencies did 
not notify the individuals whose information may have been compromised. Addition- 
ally, these agencies lacked policies and procedures to adequately notify proper au- 
thorities and affected parties when thefts of computer equipment occurred. The 
agencies agreed with OIG’s recommendations. 

To date, OCIO has provided agencies with limited guidance on what actions to 
take if computers are lost or stolen. OIG recommended that OCIO implement De- 
partmentwide guidance regarding tracking and reporting requirements for lost/sto- 
len computer equipment. This should include procedures for determining whether 
the subject equipment may have contained Privacy Act or sensitive information. 

USDA Procedures to Assess Employee Civil Rights Complaints 

We have previously presented testimony to the Subcommittee about our audit 
work focusing on the Department’s processes and performance in handling allega- 
tions of discrimination against USDA employees or in USDA programs. Our most 
recent civil rights audit 10 assessed the Office of the Assistant Secretary for Civil 
Rights (ASCR) implementation of prior OIG recommendations that focused on the 
agency’s management and oversight of program and employment complaints. In re- 
sponse to a 2006 congressional request, we initiated an audit to evaluate the De- 
partment’s progress in addressing employee civil rights complaints and employee ac- 
countability for acts of discrimination. OIG will identify and evaluate the adequacy 
of the Department’s controls to properly process employee civil rights complaints 
and its processes to hold employees accountable for discrimination towards employ- 
ees or in USDA programs. We anticipate issuing this report by the end of March 
2007. 

The National Computer Forensic Division: Advanced Investigative and Evidentiary 
Support 

As an authoritative resource in the investigation and analysis of network intru- 
sions and attacks on USDA networks, OIG’s National Computer Forensic Division 
(NCFD) conducts thorough and accurate analyses of any IT network compromise by 
analyzing compromised servers, firewall logs, Intrusion Detection System logs, and 
Internet Protocol traffic logs. The NCFD continues to provide support, training, and 
advice on evidence collection and analysis to USDA agencies. During the past year, 
the NCFD provided onsite search warrant assistance for 12 warrants and analysis 
for 38 cases involving criminal activity, employee misconduct, and network intru- 
sions. 

An example of NCFD’s work includes an investigation that was requested by the 
Department relating to a network intrusion and two servers that were compromised. 
NCFD determined that while two computer servers had been compromised multiple 
times by hackers in June 2006, the database containing personal identity informa- 
tion for 26,000 USDA employees had not been compromised or transferred from 
USDA computers. OIG is working with OCIO to ensure that all USDA networks and 
employee personal information are secure. 

Another recent investigation involved a woman employed as a Geographic Infor- 
mation Systems (GIS) technician with FSA. The woman reproduced and sold 41 pi- 
rated copies of USDA-licensed software on two Internet auction websites. The 
woman received $7,120 from the sales of the pirated software although its retail 
value exceeded $326,000. In June 2006, the woman pled guilty in a Federal court 
in Indiana to copyright infringement and was sentenced to 5 years of probation, res- 
titution of $7,120 to the company owning the software copyright, and forfeiture of 
all computer-related equipment seized at her residence. This case resulted in the 
first Federal criminal conviction in Indiana involving the illegal sale of copyrighted 
materials over the Internet. 

NCFD forensically imaged and analyzed the hard drives of eight computers in the 
GIS lab of FSA’s Indiana State office for evidence that the software was copied uti- 
lizing one of the FSA computers. The forensic analysis produced evidence that was 
utilized in negotiating a guilty plea. 

USDA Financial Management 

As defined by the Government Accountability Office (GAO), success in Federal fi- 
nancial management is an unqualified audit opinion with no reportable conditions 


9 FSA, NRCS, RD, and OCIO. 

10 “Follow-up on Prior Recommendations for Civil Rights Program and Employee Complaints,” 
issued September 2005. 
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and no instances of noncompliance with laws and regulations. In 2006, the Depart- 
ment’s financial statements received unqualified audit opinions, as did six USDA 
entities. 11 This is an improvement from previous years. However, the Department 
and three agencies had material weaknesses and reportable conditions. The Depart- 
ment and four agencies also had instances of noncompliance with laws and regula- 
tions. 

Specifically, the Department’s material weaknesses related to improvements need- 
ed in overall financial management across USDA and IT security and controls. A 
reportable condition existed related to improvements needed in certain financial 
management practices and processes. Three instances of noncompliance were identi- 
fied relating to the Federal Financial Management Improvement Act, the Improper 
Payments Information Act, and Managerial Cost Accounting practices. OIG con- 
tinues to work with OCFO to ensure effective financial management throughout 
USDA. 

The Role of USDA and Agriculture in Protecting the Chesapeake Bay Watershed 

The Chesapeake Bay Program, which is administered by the U.S. Environmental 
Protection Agency (EPA), is mandated to direct restoration of the Chesapeake Bay 
through a regional partnership of Federal, State, and local agencies, academic insti- 
tutions, and non-government organizations. OIG participated in a joint review of the 
program with EPA’s OIG that concentrated on the agricultural best management 
practices used to address non-point nutrient and sediment loading to the Chesa- 
peake Bay watershed. 

Despite significant efforts to improve water quality in the Chesapeake Bay water- 
shed, excess nutrients and sediment continue to impair the Bay’s water quality. Our 
joint review found that few of the agricultural practices in the State tributary strat- 
egies have been implemented because the agricultural community considers many 
of these practices to be either unprofitable or to require significant changes in farm- 
ing techniques. We found that EPA must improve its collaboration with its Bay 
partners and the agricultural community to reduce the agricultural nutrients and 
sediments entering the Chesapeake Bay watershed. Members of the agricultural 
community have been reluctant to participate in this endeavor with EPA because 
of its regulatory enforcement role. 

We recommended that the Secretary or Deputy Secretary assign a senior-level of- 
ficial with commensurate authority to coordinate relevant USDA goals and pro- 
grams with EPA and the Chesapeake Bay Program. USDA should consider the fea- 
sibility of targeting USDA funds on a regional and/or geographical basis to assist 
the Bay’s environmental restoration. The Department should also direct USDA 
agencies to expedite the establishment of outcome-based performance measurements 
to properly evaluate their conservation activities. USDA generally agreed with our 
recommendations. 

Evaluating Forest Service Use of Private Wildland Firefighting Crews 

As wildfire activity on National Forests (NF) has become more intense, FS has 
made increasing use of contract suppression crews to supplement agency resources. 
FS incident management personnel had previously noted numerous performance 
problems with poorly trained and inexperienced crews. Other reports (GAO, incident 
management personnel) have indicated similar problems. We evaluated FS’ adminis- 
tration of these contracts and its coordination with other parties 12 that also use 
these contracts. 

We determined that FS needed to improve its contract oversight to ensure that 
contract employees had met both the training and experience requirements for the 
positions they held on fire fighting crews. Our review found that a significant num- 
ber of contract firefighters may not have been qualified to perform the duties re- 
quired under the contract. FS needed to address control weaknesses with wildfire 
suppression associations 13 that provide training to contract employees. Language 
proficiency assessments should be improved to ensure contract crew personnel can 
communicate adequately with FS incident management personnel. Finally, we rec- 
ommended that FS coordinate with other Federal agencies to identify undocumented 
workers on contracted crews. FS officials agreed with all of OIG’s recommendations 
and established timeframes for corrective actions. 


11 Federal Crop Insurance Corporation, Commodity Credit Corporation, FS, Rural Telephone 
Bank, FNS, and RD. 

12 Primarily State and local governments. The crews at issue in this report were obtained 
from the Oregon Department of Forestry’s list. 

13 Private organizations that represent wildlife suppression contractors and provide training 
to their employees. 
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Reducing Forest Service’s Large Fire Suppression Costs: Shared Responsibilities 

FS’ wildfire suppression costs have exceeded $1 billion in 4 of the past 7 years. 
Our audit focused on the most significant “cost drivers” that were impacting fire 
suppression costs. We determined that the majority of FS’ large fire suppression 
costs are directly linked to protecting private property — as opposed to National For- 
est System land — in the wildland urban interface (WUI). FS managers need to 
evaluate their agreements with State and local governments to ensure the costs of 
protecting the WUI are appropriately apportioned. A significant portion of these 
costs can be avoided and the safety of firefighters improved if the Federal Govern- 
ment can proactively work with State and local governments regarding prudent 
“Firewise” zoning and building codes. 

In another report focusing on wildland fire issues and the Healthy Forest Initia- 
tive, we determined that FS needs to change some policies regarding wildland fire 
use (WFU). Hazardous fuels such as dead vegetation and undergrowth in our na- 
tional forests are increasing the size and complexity of wildland fires. FS needs to 
reduce these fuels, increase the number of qualified personnel, and expand WFU to 
help control the costs of future fires. OIG further recommended that the agency im- 
plement improved processes to more effectively hold managers accountable for the 
financial impact of their decisions. 

FS agreed with our findings and recommendations and initiated corrective ac- 
tions. These include working with OIG to jointly develop training for FS personnel 
conducting reviews of large fire operations. FS and OIG will jointly conduct the 
training prior to the 2007 fire season. 

OIG’S FISCAL YEAR 2008 BUDGET request 

Before concluding, I would like to briefly comment on OIG’s fiscal year 2008 Budg- 
et Request. With your assistance and support, we are pleased to have built a solid 
record of constructive audit oversight and investigative accomplishment. Over the 
last 4 years we have produced a return on investment of $5.34 for each dollar of 
appropriated funds you have provided. During that period, our work has produced 
over $1.65 billion in monetary recoveries and cost avoidances, 1,449 indictments and 
1,358 convictions. In addition to our monetary results, we have made numerous rec- 
ommendations that resulted in substantive management and program improve- 
ments. For example, in fiscal year 2006 we issued 425 program improvement rec- 
ommendations and USDA managers agreed to implement 384 of them. These rec- 
ommendations involved issues of congressional and public concern such as improv- 
ing surveillance and monitoring of AI in domestic poultry, strengthening USDA’s 
food inspection operations, and improving the collection of unauthorized farm pro- 
gram payments. 

In addition to the statistical accomplishments mentioned above, fiscal year 2006 
and the first few months of fiscal year 2007 have been a particularly productive 
time for OIG in other ways as well. The following activities may be of particular 
interest to the Subcommittee. 

— OIG has devoted over $2 million and several staff years to providing oversight 
to USDA programs supporting the Gulf Cost region devastated during the 2005 
hurricane season in order to increase accountability in these programs and 
avoid waste and fraud in the distribution of benefits. The $445,000 Congress 
authorized in the fiscal year 2006 emergency supplemental to support these ef- 
forts was of great assistance. Currently, we have 11 audits and 11 investiga- 
tions underway pertaining to USDA hurricane recovery assistance programs. 

— We also directed resources to review Departmental plans to deal with the 
threatened avian influenza pandemic, by advising the Department on how it 
could improve its plans and programs. 

— OIG took prompt and comprehensive action to evaluate the implementation of 
the Department’s IT security system. Through a coordinated program of audits, 
investigations, and other reviews, USDA OlG is addressing the areas of highest 
risk and providing insight and support to USDA program agencies. 

— We formed an Office of Inspections and Research (OIR) to address emerging 
issues that may require scientific, legal, statistical, or other expert com- 
petencies. Generally, OIR will conduct short-term, focused reviews and inspec- 
tions of USDA’s programs and operations. OIR projects completed in the last 
year and currently underway include: 

A review of the Federal crop insurance program that, in collaboration with FSA 
and RMA, identified a number of fraud indicators or conditions that are often 
associated with fraud, waste, and mismanagement. 

An inspection regarding the coordination of the Department’s international ac- 
tivities and agreements. 
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An inspection of the security practices at a USDA laboratory that found the lab- 
oratory had made many improvements, both physical and through extensive 
training of personnel. 

— With the support of our congressional appropriators, we were able to strengthen 
our ability to support USDA programs through effective audits and investiga- 
tions. Five years ago our information technology systems were inadequate to 
support our audit and investigative program. Thanks to your continued support, 
our IT environment is current and able to support sophisticated audit and in- 
vestigative techniques. From fiscal year 1996 to fiscal year 2006, OIG’s staff 
level fell a total of 21 percent — which directly translates into a commensurate 
reduction in our audit and investigative capacity. With your support, we were 
able to arrest that trend in fiscal year 2006 and have begun — in a very small 
way — to strengthen our capacity. 

We respectfully request your support in continuing our efforts to maintain, and 
in some areas even improve, OIG effectiveness in fiscal year 2008. The President’s 
request asks for the minimum necessary to support our staffing level and advance 
our ability to safely and effectively respond to emerging public health and agri- 
culture security threats. Specifically, the President’s fiscal year 2008 request of $84 
million for OIG provides for: 

— $1.9 million for 2008 mandatory pay costs. 

— $994,000 for 2007 pay costs. 

— $340,000 to fund five staff to reinforce our audit, investigation, and inspection 
programs focusing on the approximately $20 billion spent annually on USDA 
farm programs. 

— $757,000 for necessary equipment and training updates to the Computer 
Forensics Unit and the Emergency Response Team, and implementation of an 
automated audit workpaper system that will improve the timeliness of our au- 
dits and ensure that audit evidence is kept in accordance with Department of 
Justice standards. 

This concludes my testimony statement. I thank the Members of the Sub- 
committee for the opportunity to present information about OIG’s activities and our 
fiscal year 2008 Budget Request. 


Prepared Statement of Nancy C. Pellett, Chairman and Chief Executive 
Officer, Farm Credit Administration 

Mr. Chairman, Members of the Subcommittee, I am Nancy C. Pellett, Chairman 
and Chief Executive Officer of the Farm Credit Administration (FCA or Agency). On 
behalf of my colleagues on the FCA Board, Leland Strom of Illinois and Dallas 
Tonsager of South Dakota, and all the dedicated men and women of the Agency, 
I am pleased and honored to provide this testimony to the Subcommittee. 

I would like to thank the Subcommittee staff for its ongoing assistance during the 
budget process, and before I discuss the role and responsibility of the Farm Credit 
Administration and our budget request, I would respectfully bring to the Sub- 
committee’s attention that FCA’s administrative expenses are paid for by the insti- 
tutions that we regulate and examine. In other words, FCA does not receive a Fed- 
eral appropriation but is funded through annual assessments of Farm Credit Sys- 
tem (System) institutions and the Federal Agricultural Mortgage Corporation 
(Farmer Mac). We fully support the proposed 2008 Budget Submission of the Presi- 
dent. 

Mission of the Farm Credit Administration 

As directed by Congress, FCA’s mission is to ensure a safe, sound, and dependable 
source of credit and related services for agriculture and rural America. The Agency 
accomplishes its mission in two important ways. 

First, FCA ensures that the System and Farmer Mac remain safe and sound and 
comply with the applicable law and regulations. Specifically, our risk-based exami- 
nations and oversight strategies focus on an institution’s financial condition and any 
material existing or potential risk, as well as on the ability of its board and manage- 
ment to direct its operations. Our oversight and examination strategies also evalu- 
ate each institution’s efforts to serve all eligible borrowers, including young, begin- 
ning, and small farmers and ranchers. 

Secondly, FCA approves corporate charter changes, and researches, develops, and 
adopts regulations and policies that govern how System institutions conduct their 
business and interact with their customers and provides other necessary guidance. 
If a System institution violates a law or regulation, or operates in an unsafe or un- 
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sound manner, we use our supervisory and enforcement authorities to ensure appro- 
priate corrective action. 

Fiscal Year 2006 Accomplishments 

In 2006 we continued our efforts to achieve our Agency’s strategic goals through 
(1) responsible regulation and public policymaking and (2) effective risk identifica- 
tion and corrective action. FCA has worked hard to maintain the System’s safety 
and soundness. We also continually explore ways to reduce regulatory burden on the 
FCS and to ensure that all System institutions are able to provide agriculture and 
rural America with continuous access to credit and related services. 

EXAMINATION PROGRAMS FOR FCS BANKS AND ASSOCIATIONS 

One of the Agency’s highest priorities is the development and implementation of 
efficient and effective risk-based oversight and examination programs that meet the 
high standards and expectations of the Congress; investors in System debt obliga- 
tions; the farmers, ranchers, and cooperatives that own System banks and associa- 
tions; and the public at large. Our examination programs and practices have worked 
well over the years and have contributed to the present safe and sound overall con- 
dition of the System, but we must continue to evolve and prepare for the increas- 
ingly complex nature of financing agriculture and rural America. 

With the changes in the System and our human capital challenges within the 
Agency (i.e., pending retirements, normal attrition of staff, and the ever-increasing 
need for more sophisticated skills in the financial sector), we have undertaken a 
number of initiatives to enhance our skills and level of expertise in key functional 
examination areas. We have also realigned our organizational structure to make the 
best use of our resources. The evolving nature of agriculture and the Farm Credit 
System necessitates a flexible organizational structure at FCA. At the present time, 
the sound financial condition of the System also provides us a unique opportunity 
to prepare for the future. In 2006 our Office of Examination completed its transition 
from a regionally based field office structure to division examination teams that are 
organized on a national basis. Office locations have been retained, but the examina- 
tion programs are now managed nationally to better match examiner skills to mate- 
rial and strategic risks faced by the FCS institutions. 

On a national level, we actively monitor risks that may affect groups of System 
institutions or the entire System, including risks that may arise from the agricul- 
tural, financial, and economic environment in which the System institutions oper- 
ate. Our job is not to forecast specific events but to understand the environment so 
that we can take steps to help System institutions take pre-emptive actions before 
adverse trends develop. 

Examiners also use a risk-based examination and supervision program to differen- 
tiate the risks and develop individualized oversight plans for each FCS institution. 
We set the scope and frequency of each examination based on the level of risk in 
the institution. In addition, we continually identify, evaluate, and proactively ad- 
dress risks within each institution. Examiners base the scope of their oversight and 
examination activities on their assessment of an institution’s internal control envi- 
ronments and the ability of the institution’s board and management to manage 
risks, both present and future. The frequency and depth of our examination activi- 
ties may vary, but each institution is provided a summary of our activities and a 
report on its overall condition every 18 months as required by the Farm Credit Act. 

As part of our ongoing efforts, we monitor each institution’s risk profile. The Fi- 
nancial Institution Rating System (FIRS) is the primary risk categorization and rat- 
ing tool used by examiners to indicate the safety and soundness of an institution. 
The rating system is similar to other Federal financial regulators’ CAMELS (capital 
adequacy, asset quality, management performance, earnings, liquidity, and sensi- 
tivity to interest rate risk) rating scale. FIRS ratings range from 1 (for a sound in- 
stitution) to 5 (for an institution that is likely to fail). Throughout fiscal year 2006, 
FIRS ratings as a whole continued to reflect the stable financial condition of the 
FCS. The overall trend in FIRS ratings continues to be positive, with eighty-three 
1-rated institutions and seventeen 2-rated institutions, and one 3-rated institution. 
Importantly, there were no 4- or 5-rated institutions. In addition, no FCS institu- 
tions were under enforcement action and no FCS institutions were in receivership. 
The overall financial strength maintained by the System remains strong and does 
not pose material risk to investors in FCS debt, the Farm Credit System Insurance 
Corporation (FCSIC), and FCS institution stockholders. 

During fiscal year 2006, FCA also performed various examination and other serv- 
ices for the Small Business Administration, the U.S. Department of Agriculture, 
FCSIC, and the National Cooperative Bank. Each of these entities reimburses FCA 
for its services. The safety and soundness of the System and Farmer Mac remains 
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our primary objective. However, we believe the continuing use of FCA examination 
resources by other agencies is a positive reflection on the expertise of FCA exam- 
iners and serves to broaden their examination skills while increasing job satisfaction 
and employee retention. It also helps us defray some of the costs of our operations 
while providing a valuable service. 

REGULATORY ACTIVITY 

Congress has given the FCA Board statutory authority to establish policy and pre- 
scribe regulations necessary to ensure that FCS institutions comply with the law 
and operate in a safe and sound manner. The Agency’s regulatory philosophy articu- 
lates our commitment to establishing a flexible regulatory environment that enables 
the System, consistent with statutory authority, to offer high-quality, reasonably 
priced credit to farmers and ranchers, their cooperatives, rural residents, and other 
entities on which farming operations depend. This translates into developing bal- 
anced, well-reasoned, flexible, and legally sound regulations. We strive to ensure 
that the benefits of regulations outweigh the costs; to maintain the System’s rel- 
evance in the marketplace and rural America; and to ensure that FCA’s policy ac- 
tions encourage member-borrowers to participate in the management, control, and 
ownership of their Government-sponsored enterprise (GSE) institutions. 

For 2006 and early 2007, the Agency’s regulatory and policy projects included the 
following: 

— A final rule on governance of FCS institutions that provided enhanced oversight 
of management and operations by strengthening the independence of System in- 
stitution boards and by incorporating best governance practices. 

— A final rule that amended and updated the regulations governing the termi- 
nation of System status by a System institution. 

— A final rule to improve the transparency of public disclosures, strengthen board 
and management accountability and auditor independence, and increase share- 
holder and investor confidence in the System. 

In addition, relative to Farmer Mac, the Agency finalized a rule updating the 
Farmer Mac Risk-Based Capital (RBC) Stress Test. We amended the RBC regula- 
tions in response to changing financial markets, new business practices, and the 
evolution of the loan portfolio at Farmer Mac, as well as continued development of 
industry best practices among leading financial institutions. The rule is intended to 
more accurately reflect risk in the model in order to improve the model’s output — 
Farmer Mac’s regulatory minimum risk-based capital level. 

The Agency has also adopted an ambitious regulatory and policy agenda for 2007. 
The agenda includes the following goals: 

— Evaluating comments received on a proposed rule to change the ownership re- 
quirement for the eligibility of processing and marketing entities. 

— Continuing to evaluate how System partnerships and investments can increase 
the availability of funds to help stimulate economic growth and development in 
rural America under a pilot program initiated during fiscal year 2005. 

— Continuing to review current regulatory requirements governing eligibility and 
scope of lending to determine if these requirements are reasonable in light of 
agriculture’s changing landscape. Agency staff will identify issues and explore 
options for the Board’s consideration. 

— Developing and issuing an Advance Notice of Proposed Rulemaking to solicit 
public input on appropriate changes to FCA’s capital adequacy requirements for 
the System in light of Basel II and IA proposals by the other Federal banking 
agencies. 


CORPORATE ACTIVITIES 

The pace of System restructuring remained slow in fiscal year 2006. Only one cor- 
porate application was submitted for FCA Board review and approval during fiscal 
year 2006, compared with four applications the prior year. As of January 1, 2007, 
the System had 95 direct-lender associations and five banks for a total of 100 banks 
and associations. Seven service corporations and special-purpose entities brought 
the total number of FCS institutions to 107 entities. Through mergers, the number 
of FCS associations has declined from 172 to 95 since 2000, and the number of FCS 
banks has dropped from seven to five. 

Condition of the Farm Credit System 

I will now turn to the condition of the F arm Credit System. I am pleased to report 
that the System’s overall condition and performance remained strong throughout 
2006. The FCS is fundamentally sound in all material aspects, and it continues to 
be a financially strong, reliable source of affordable credit to agriculture and rural 



62 


America. Capital levels continued to be strong, especially in consideration of the 
System’s risk profile. Asset quality remained high, loan volume growth was strong, 
and favorable credit conditions enabled the System to achieve almost $2.4 billion in 
earnings for the 12 months ended December 31, 2006. 

Loan volume continued to grow at a strong pace during 2006 while loan quality 
remained high. Gross loans increased by 16.2 percent to 123.4 billion. The level of 
nonperforming loans, including nonaccrual loans, decreased to 0.50 percent of gross 
loans outstanding. Delinquencies also remained minimal. The System has earned 
more than $1 billion consistently since the early 1990s; as a result, capital remains 
strong and is made up largely of earned surplus, the most stable form of capital. 
A strong capital position will help the System remain a viable, dependable, and 
competitive lender to agriculture and rural America during any near-term 
downturns in the agricultural economy. 

Federal Agricultural Mortgage Corporation 

FCA also has oversight, examination, and regulatory responsibility for the Federal 
Agricultural Mortgage Corporation, which is commonly known as Farmer Mac. 

Congress established Farmer Mac in 1988 to provide secondary market arrange- 
ments for agricultural mortgage and rural home loans. In this capacity, Farmer Mac 
creates and guarantees securities and other secondary market products that are 
backed by mortgages on farms and rural homes. Through a separate office required 
by statute (Office of Secondary Market Oversight), the Agency examines, regulates, 
and monitors Farmer Mac’s disclosures, financial condition, and operations on an 
ongoing basis and provides periodic reports to Congress. 

Like the Farm Credit System, Farmer Mac is a GSE devoted to agriculture and 
rural America. FCA and the financial markets recognize Farmer Mac as a separate 
GSE from the System’s banks and associations. Farmer Mac is not subject to any 
intra-System agreements or to the joint and several liability of the FCS banks, nor 
does the Farm Credit System Insurance Fund back Farmer Mac’s securities. How- 
ever, by statute, in extreme circumstances Farmer Mac may issue obligations to the 
U.S. Treasury Department to fulfill the guarantee obligations of Farmer Mac Guar- 
anteed Securities. 

In conclusion, we at FCA remain vigilant in our efforts to ensure that the Farm 
Credit System and Farmer Mac remain financially strong and focused on serving 
agriculture and rural America. 

Fiscal Year 2008 Budget Request 

Earlier this fiscal year, the Agency submitted a proposed total budget request of 
$47,482,520 for fiscal year 2008. The Agency’s proposed budget includes an assess- 
ment on System institutions for fiscal year 2008 of $42,550,000. The total amount 
of assessments collected from the FCS and Farmer Mac with carryover funds equals 
$46,000,000. Since approximately 82 percent of the Agency’s budget goes for sala- 
ries, wages, and related costs, almost all of the total budget amount will be used 
for these purposes. 

It is our intent to stay within the constraints of our fiscal year 2008 budget as 
presented, and we continue our efforts to be good stewards of the resources en- 
trusted to us in order to meet our responsibilities. The Agency has worked hard to 
hold down the assessment to the System for our operations, and I believe we have 
achieved that objective over the past several years. While we are proud of our record 
and accomplishments, I assure you that the Agency will continue its commitment 
to excellence, effectiveness, and cost efficiency and will remain focused on our mis- 
sion of ensuring a safe, sound, and dependable source of credit for agriculture and 
rural America. On behalf of my colleagues on the FCA Board and at the Agency, 
this concludes my statement and I thank you for the opportunity to share this infor- 
mation. 

Senator Kohl. Thank you very much, Mr. Secretary. We’ll now 
begin our rounds of questions. 

FSIS FUNDING LEVEL 

Mr. Secretary, I was pleased to see an increase in the budget for 
the Food Safety and Inspection Service of approximately $100 mil- 
lion over the level provided in fiscal year 2006, but as you know, 
Mr. Secretary, there were some very serious budget problems last 
year, even though we provided the requested funding. Can you 
commit that this funding level will be adequate, in light of increas- 
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ing workload and industry growth, for FSIS to maintain the proper 
amount of staff with the ability to do the proper testing and the 
work throughout the country? 

Secretary Johanns. Yes, we believe it will. And you’re absolutely 
right, last year we were in a very tough situation with the budget, 
and about 80 percent of this area is staffing, so if you get in a 
tough situation there’s not much you can do. It’s just a very, very 
difficult situation. But with the increased funding we have re- 
quested, we believe we can cover the anticipated need out there 
and meet the needs of this inspection area. So we appreciate your 
understanding of the situation, but we believe this will get us 
there. 

Senator Kohl. All right. Mr. Secretary, the problems faced in fis- 
cal year 2006 and fiscal year 2007 were the result of several years 
of FSIS being shortchanged in their pay costs, although Congress 
has always provided the full amount requested. We seem to have 
dug ourselves out of that hole. Will this funding level keep us 
above board, or is FSIS going to have to dig into their program lev- 
els to fully fund pay costs? 

Secretary Johanns. Well, I’ll ask Scott to talk about pay costs, 
but again I think we’re in good shape with this funding request to 
get the job done. But, Scott, talk about pay costs, if you will. 

Mr. Steele. Thank you. Yes, Senator, we have fully funded the 
on line inspection staff. We’re anticipating the growth in the indus- 
try in terms of meat and poultry inspection requirements. Of 
course there is some uncertainty with that, in terms of how much 
demand for inspection will be out there in the meat industry, but 
this is our best estimate right now. Based on that, we have fully 
funded all the inspection requirements, on line inspectors, that we 
need. 

And of course, as the Secretary pointed out, a large part of the 
budget is for wages and benefits, so there is a limited amount of 
flexibility. But we are doing audits on the agency right now. We’ve 
had people come in and look at that, outside auditors to look at the 
financial balance sheets of the organization. We’re doing a better 
job of tracking the expenditures in the agency. I think we’re at this 
point in time on top of the workload and funding requirements, but 
we will keep the committee and staff informed as we move through 
the year and report to you if there are any changes to our esti- 
mates. 

Senator Kohl. That’s good. 

AVIAN INFLUENZA (AI) 

Mr. Secretary, the problem of avian flu, as we all know, has not 
gone away. In fact, there have been recent reports of an outbreak 
in England, and with spring weather around the corner there will 
be a lot of activity in migratory bird flyways. Can you tell us the 
total amount within APHIS that will be spent on avian flu activi- 
ties this year, and tell us what this money will buy? 

Secretary Johanns. Yes. The 2008 budget requests a total of $82 
million for avian influenza. This will continue efforts initiated with 
the supplemental funding, which if you’ll remember was $91 mil- 
lion. $57 million of that is specifically designated for APHIS highly 
pathogenic AI activities. 
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Funding will be used to continue our surveillance, diagnostics, 
preparedness and response efforts, and then a piece of that is for 
international veterinary capacity-building. Of the total requested, 
$3.2 million is to develop methods to detect AI in the environment 
and over $5 million is for further AI research, including develop- 
ment of poultry vaccines. 

The 2008 budget also includes about $17 million for the APHIS 
ongoing low pathogenic program. Low path AI is a concern for its 
potential cost to the poultry industry, but it’s also a concern to us 
because of the potential that it might mutate into the highly patho- 
genic variety, so we also pay attention to that. So that details what 
we’re doing with the AI funding. 

Senator Kohl. Mr. Secretary, can we expect more outbreaks of 
avian flu this spring? And if we can, what precautions do you have 
in place? 

Secretary Johanns. Low pathogenic AI is common in the United 
States, so to address low path first, it’s been around about 100 
years. Birds go through a flu season much like humans go through 
a flu season. It’s typically not fatal to birds, and it’s not a problem 
to human consumption of poultry. You cook the bird and you kill 
the virus. And that would be true of both low and high path. But 
we will see low path. We have strategies in place to deal with that, 
but again, it’s fairly common. 

We’ve only had high path avian influenza in the United States 
on three occasions. The most recent was in 2004. And so far in this 
most recent international outbreak of high path avian influenza, 
we have not detected it. 

And we have been doing aggressive testing, in cooperation with 
the Department of the Interior, of wild birds and in Alaska, birds 
that would come down through the United States, through the 
flyway. In fact, we’ve done 79,000 wild bird samples to date. We 
haven’t detected it, which is good news. We will continue our ef- 
forts to monitor and detect, will continue to do environmental sam- 
ples, but so far, so good, on the high path. 

EMERALD ASH BORER 

Senator Kohl. Good. I’d like to ask you about emerald ash borer. 
Would you speak to the efforts of APHIS in undertaking to control 
and eradicate emerald ash borer where it has been found, and also 
please say a word about the surveys that the budget requests fund- 
ing for in order to prevent the spread of emerald ash borer in 
States like my own of Wisconsin? 

Secretary Johanns. The budget includes $30.7 million, an in- 
crease of about $21 million over the 2007 Continuing Resolution, 
for emerald ash borer efforts. The funding will support survey ef- 
forts and regulatory activities to prevent additional spread of the 
pest. The budget also requests $2 million in APHIS plant methods 
development, a line item to develop control methods to do a better 
job of managing EAB. 

The program’s immediate goal is to protect infested areas by con- 
taining the current infestation — mainly that would be in Michigan, 
Ohio, and Indiana — and eliminate isolated outbreaks, such as those 
detected in States like yours or Illinois or Maryland, and develop 
a long term control and eradication strategy. So we’ve boosted our 
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request for funding here by about $21 million over where we were 
with the Continuing Resolution. 

Senator Kohl. I thank you very much. I’d like to call on Senator 
Bennett. 

Senator Bennett. Thank you, Mr. Chairman. 

FSA COMPUTER SYSTEM 

Mr. Secretary, we’re becoming increasingly aware of the situation 
regarding the computer system in the Farm Service Agency. I’m 
sure you’re familiar with that. I understand it has gotten so bad 
that direction has been given to State and county officers as to 
what times of day they could use the system because it’s not up in 
a uniform fashion. 

Can you walk us through the issues in relation to that and what 
you’re doing? The funding request did not appear in this year’s 
budget, so I assume you have a strategy for dealing with it. Just 
talk us through that one. 

Secretary Johanns. Well, we are working with staff. In fact, I 
think it was yesterday we gave an extensive briefing with our com- 
puter experts on some of the problems we are facing. And I’ll just 
be very candid with you. This is an area where we’re going to need 
some help. 

Senator Bennett. Does “help” mean money? 

Secretary Johanns. It always does in government, doesn’t it? 

Senator Bennett. Yes. 

Secretary Johanns. Here is the challenge we face. Beginning in 
November 2006, FSA experienced performance problems in its web- 
based software for programs such as the MILC program, Direct 
and Counter-Cyclical Payments, and the 2007 crop year farm re- 
constitutions. The amount of time systems were off line, in other 
words, dark, became progressively longer. A number of corrective 
actions were put in place, but again, the problem just continued to 
worsen. 

So FSA did what you said, they rationed web access time to try 
to alleviate that overloading of computing resources, as a means to 
try to continue serving producers while other steps were put in 
place to aggressively diagnose the problem we’re facing. That policy 
was suspended on February 9. 

A team was put together of USDA and private sector experts to 
observe the Kansas City Web Farm under a load situation. The 
team’s recommendations to optimize the performance of the com- 
puting environment in applications systems are being imple- 
mented, and service has been restored at a pre-November level. 
That’s my understanding. But I will tell you that I don’t believe, 
in fact, no doubt about it, the problem is not solved. 

FSA and the department’s OCIO have compiled a comprehensive 
list of investments in managed services that are needed to stabilize 
the infrastructure used by FSA to deliver program benefits. There’s 
dozens of reasons as to why this is happening now, but suffice it 
to say that over time a lot has been added to this system, and 
maybe at times not enough money to deal with the issues that the 
system was asked to face. 

So what happens now, as it has been explained to me, and this 
is very nontechnical language, but let’s say a farmer shows up and 
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we put that farmer’s information into the system to assist that 
farmer in some way. That is routed to our Kansas City facility, 
where that request works its way through a very complex system 
of lap and overlap and overlays, and quite honestly patched-to- 
gether systems over a period of years. And as it’s working its way 
through all of that and trying to make this work, a period of time 
elapses, and if you don’t get your request met within that period 
of time, it will just kick you out. 

Senator Bennett. Yes. I don’t want to go that deep into it be- 
cause I want to hang onto my time, but I’m glad to know you’re 
on top of it to that degree. Can we expect a request for reprogram- 
ming or a supplemental or something? 

Secretary Johanns. In the next 3 weeks we hope to have in front 
of you, your staff, a business case for what’s going to be involved 
in this system. Here is what I will tell you, Senator, just to cut to 
the chase. 

I think there’s going to be a short term response to this, because 
building a new system takes time and it’s very expensive. It takes 
time. It could take 3 years plus. And so because of a new farm bill, 
because of a whole bunch of other things that just come along, I 
think there will be a short term response that we’re going to have 
to deal with and then a long term approach to a system. 

Senator Bennett. I see. Well, thank you. 

INTERNATIONAL TRADE 

Let’s talk about international trade. You mentioned exports 
being up, record levels. Trade Promotion Authority is set to expire 
this year. How much of the increase that we’ve seen in farm ex- 
ports can be attributed to TPA, and also Trade Adjustment Assist- 
ance, or TAA, for farmers? How effective has all of this been with 
respect to that, and what would be the effect if TPA expired with- 
out being renewed? 

Secretary Johanns. Personally, I think it would be a very bad 
situation for farmers. Our exports have been growing. There are 
better experts here on the panel that can tell you or offer thoughts 
about what is related to Trade Promotion Authority or what is not, 
but here is the bottom line. 

I don’t think you will see another trade agreement negotiated or 
approved without Trade Promotion Authority. I think the trade ini- 
tiative will just stop. It will just stop. Why? Why would a country 
negotiate with us, if the end result is there really is no agreement? 
There really is no end to the negotiations, and the possibilities for 
shaking on the deal and then the deal not really being a deal. So 
I personally believe it’s critically important. 

I will also offer this, because I’ve said it publicly. To me it doesn’t 
matter who is in the White House, it doesn’t matter if it’s one party 
or another party, I would have the same argument for Trade Pro- 
motion Authority no matter who was in the White House. I believe 
it’s just an important part of what we do. 

Now, I think there’s always an opportunity for discussion and 
analysis and debate about are we doing it well enough, are we not 
doing it well enough, what should we be doing, are we taking care 
of labor issues, environmental issues, trade issues, all of that. I 
think that’s a very, very appropriate discussion. But I think with- 
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out Trade Promotion Authority we disarm whoever is in the White 
House to negotiate trade agreements and bring those to the Senate 
and the House for approval. 

Senator Bennett. Thank you. I was going to discuss ag disaster 
assistance, but I think Senator Dorgan has signaled that he is 
going to deal with that. 

NATIONAL ANIMAL IDENTIFICATION SYSTEM (NAIS) 

Let me ask you one last question quickly about the National Ani- 
mal Identification System. There is some confusion about that. We 
have given you some money in the past. You have asked for some 
more money. But can you help us understand exactly where that 
is and where you see it going in the coming year? 

Secretary Johanns. The first thing I want to tell you is that it 
is a voluntary system. The system that we have designed and ar- 
ticulated basically says to the producer, “this is for you to make a 
decision as to whether this is the best approach for what you’re 
doing in your operation.” It is a voluntary system. 

The first piece of funding, if you will, actually predates me, but 
it was funding designed to put in place the structure necessary to 
do premises identification and lay the groundwork for the next 
steps. I can tell you that we had a goal at the end of January of 
having 25 percent of our premises registered, and we met that goal. 
We were right there. It was about 24.6 percent, so we have met 
that goal, and we continue to work with States across the country. 

The bottom line is this, Senator. Some States are really doing 
well. They’re doing great. They’re registering premises. People be- 
lieve in it. Other States are not doing as well. They are behind. 
They are not registering premises as aggressively. There is a de- 
bate in the country as to how important this might be, but I think 
we’re overcoming that. We’re working to get good information out 
there. 

Ultimately, I think it has to happen. I was an advocate when I 
was Governor. I’m an advocate now as Secretary. I do believe the 
voluntary approach beats the mandatory approach. I think that’s 
where we need to be now. So I personally believe it is where we 
need to be headed. 

Senator Bennett. Thank you very much, Mr. Chairman. 

Secretary Johanns. Thank you, Senator. 

Senator Kohl. Thank you very much, Senator Bennett. 

Senator Dorgan. 

Senator Dorgan. Mr. Chairman, thank you very much. 

DISASTER AID 

Mr. Secretary, welcome. I intend to try to offer a disaster aid pro- 
vision to the emergency supplemental bill. I mentioned to you that 
I’ve done that three times. Twice it got through the full Senate, got 
to conference, and was blocked by the administration. If I am suc- 
cessful in getting a disaster aid bill through the Senate on this sup- 
plemental, I’m wondering whether the administration will continue 
to want to block it or whether you’ll be working with us to try to 
pass it. 

Secretary Johanns. As you know, the administration’s historic 
position is to require offsets to find a way to pay for disaster aid, 



68 


and I don’t see anything that would indicate a change in that his- 
toric position. 

Senator Dorgan. Well, the President doesn’t request any offsets 
for any emergency supplemental bills. 

Secretary Johanns. In this area, the administration’s position, 
though, has been to require offsets. Here is what I would say, Sen- 
ator, and you know I went through this when I was governor, and 
it hasn’t changed. On an annual basis we talk about disaster, and 
there will be disasters. This is a very, very large country. Weather 
patterns are different north to south and east to west. Probably the 
one guarantee I can make you each year is that somewhere in the 
United States there will be a disaster. 

It’s just a big country. Somewhere there’s going to be drought. 
Somewhere there’s probably going to be hurricane and tornado and 
hail damage and all of the things that farmers and ranchers deal 
with. And yet in other parts of the country they oftentimes experi- 
ence historically best years. I won’t go through the figures. You 
know the figures. But I could cite figures about corn production 
this year and soybean production, etcetera. 

I personally believe that the long term answer to this is to look 
at what we’re doing here in terms of the policy and try to figure 
out, is there a solution? I would love to sit down with you and talk 
to you about some of the proposals we’ve made in the farm bill, be- 
cause I believe they’ll make a big difference. I believe they will help 
this situation. Revenue countercyclical does work better 

Senator Dorgan. Mr. Secretary, I only have 5V2 minutes of it is 
now gone. I’m very interested in what you are saying, but that — 
I’m interested in a response to the question of will the administra- 
tion attempt to block a disaster piece that I put in the emergency 
supplemental. 

Secretary Johanns. I can tell you, Senator, today the administra- 
tion’s position has been and will be that offsets will be required to 
finance that. 

Senator Dorgan. Mr. Secretary, did the administration request 
offsets when we provided farm disaster aid for farmers who lost ev- 
erything during Hurricane Katrina? 

Secretary Johanns. We have programs for disaster aid that we 
administer, and we administered some of those programs there 
that were funded and we literally could identify some funding and 
go out there and try to help in the Katrina situation. 

Senator Dorgan. Mr. Secretary, with respect to Katrina, that 
disaster had a name. Last year’s drought, the epicenter of which 
was in North and South Dakota, but it spread substantially, had 
no name. But the farmers in the Gulf region, as a result of Hurri- 
cane Katrina, did get disaster relief. A significant portion of that 
was declared emergency, signed by the President. 

I think it is unfair to suggest somehow that other farmers who 
lost everything, and there are others that did, should be subject to 
a different standard. And I just would say to you that I’m going 
to attempt once again to put a disaster provision in the emergency 
supplemental, and my hope is that this time the administration 
will not block it. 
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COUNTRY-OF-ORIGIN LABELING 

I want to ask — again, we have such limited time — I want to ask 
about Canadian beef. I don’t understand why the administration is 
so anxious to almost have a cattle drive from Canada coming to 
this country. One-third of the cattle that have been identified with 
BSE in Canada were born after the feed ban, and yet the adminis- 
tration tells us because of the imposition of a feed ban that we 
won’t have any risk associated with this. 

It seems to me, Mr. Secretary, if you’re at least considering, as 
you are, bringing in substantial additional animals from Canada, 
who just recently discovered their ninth case — or tenth, if you con- 
sider the American cow — of BSE, that before you would do that you 
would agree to implement country-of-origin labeling and be aggres- 
sively interested in country-of-origin labeling, after which we then 
have a discussion about whether it is protective of this country’s 
economic interests and this country’s beef industry to bring in addi- 
tional cattle from Canada in the shadow of their ninth case of BSE. 
Would you respond? 

Secretary Johanns. I’d be happy to. In reference to the question 
about country-of-origin labeling, let there be no mistake. Country- 
of-origin labeling is the law, effective October 1, 2008. I want you 
to understand that although I may have personal feelings about it 
and desire to have a great debate about it, those personal feelings 
aren’t important at this point. We will administer the law that 
Congress has put in place. 

In reference to the minimal risk rule that you referred to, that 
is in the rulemaking process at this point in time. We have sought 
comments. The deadline for that is coming up pretty quickly. We 
will very carefully review those comments and then make a deci- 
sion about the appropriate course of action. 

We oftentimes say, and you’ve heard me say it, and probably 
read my comments when I speak of Japan and South Korea, that 
they must live by international standards. It’s not fair to have a 
personal country standard. And so I will endeavor to do everything 
I can to make sure we live by those standards, and that not only 
do I preach them, but I’m willing to recognize those standards in 
this country. So that’s kind of how we approach it. 

Senator Dorgan. Mr. Chairman, first of all, thank you. I would 
like to submit additional questions, and I’d like the record to show 
my great personal restraint in not responding to the cheerleading 
about Fast Track. 

Senator Kohl. Thank you, Senator Dorgan. 

Senator Craig. 

Senator Craig. Byron, message received. 

USD A LOAN GUARANTEE AUTHORITY 

Mr. Secretary, I have twice passed legislation seeking to increase 
USDA loan guarantee authority from the $40 million it is now to 
about $100 million. Your lawyers said then that they couldn’t han- 
dle the logistics for projects this size. Now the President has pro- 
posed in his fiscal year 2008 budget a USDA loan guarantee pack- 
age much larger than I ever tried to pass, as you know, to get into 
the ag portfolio new technologies. We must go beyond where we 
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have been. I sensed that some years ago with anaerobic digestion 
and a combination of other things, not only to solve waste problems 
but to enhance energy production. 

Question: Since we are now talking in the backdrop of a new 
farm bill that will likely increase the energy title and therefore the 
loan guarantee authority for USDA, could you talk about the proc- 
ess of the USDA’s loan guarantee program and your opinion as to 
how the department will handle this new loan guarantee author- 
ity? 

Secretary Johanns. Well, we do loan guarantees. They’re not 
new to us, as you know, Senator, and they are something we’re fa- 
miliar with. In the farm bill proposal that we have submitted, we 
are proposing, for example, $2.1 billion in loan guarantees targeted 
at cellulosic ethanol. 

Senator Craig. Right. 

Secretary Johanns. And I guess probably the best way of an- 
swering your question is that the process that we have in place, we 
really envision as the process that would move us through those 
loan guarantees. So, again, it’s not new for us. It’s something we 
have done in the past. We feel confident that we can do it for what 
we’re proposing in the future. 

Senator Craig. Okay. Well, we’ll work with you on it. We’re glad 
that USDA is moving more aggressively in that direction. That’s 
certainly part of the solution of getting us over the hump in some 
of these changes necessary in technology, cellulosic being one of 
them. 


THE NATIONAL VETERINARIAN MEDICAL SERVICE ACT 

In December 2003 the President signed into law a USDA pro- 
gram called National Veterinarian Medical Service Act that pro- 
vides incentive to bolster the number of veterinarians in the field 
who would serve as first responders in emergency situations. Now, 
we’re primarily talking about large animal industry type veterinar- 
ians in rural areas. 

As I said in my opening statement, we are dumping millions of 
dollars into livestock disease research, and this panel helped pro- 
vide hundreds of millions of dollars to create a National Animal 
Disease Lab in Ames, Iowa. I find it ironic that after spending all 
this money, we find ourselves in a crisis situation where we have 
a shortage of livestock veterinarians whose sole purpose is to inter- 
cept and defend this country against catastrophic animal diseases. 

Congress provided $500,000 in 2006, $750,000 in the 2007 budg- 
et bill, to implement a pilot program, but your fiscal year 2008 
budget still does not support this program. Now I’m hearing from 
veterinarians that your department has no plan to implement the 
rules and regulations for the law passed over 3 years ago to reverse 
the spiraling reduction in our first responders, i.e. large animal 
veterinarians. Your response to that? 

Secretary Johanns. You are right, there was $500,000 worth of 
funding in 2006. Here’s what it boiled down to. By national stand- 
ards, in trying to pull off a national program, it wasn’t a huge 
amount of money, I think we would both agree. It turned out to be 
a rather complex program. It was a program that took some effort, 
if you will, to get together. 
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I will assure you, Senator, it’s not a program that we are opposed 
to, not at all. We see the need out there. Vets are educated and 
only a few of them decide to go with large animals versus the small 
animal practice. You see that in your State, we saw it in our State. 

Senator Craig. It’s where the money is. 

Secretary Johanns. Yes. Well, and you know, there’s just a cer- 
tain difference in the kind of work that is performed, too. 

Senator Craig. Sure. 

Secretary Johanns. But we believe in the program. The only de- 
fense I can offer, and I don’t want to sound defensive because we 
do like the program, is it just turned out to be more complicated 
than what it would appear. 

Senator Craig. Then my question is, is there a process of rules 
and regulations that will be implemented? Is this program some- 
thing that will come into function, or is it at idle? 

Secretary Johanns. We are moving ahead with the design and 
the implementation of the program, so the answer to your question 
is yes. 

Senator Craig. Thank you. Thank you, Mr. Chairman. 

Senator Kohl. Thank you very much. 

Senator Nelson. 

Senator Nelson. Thank you, Mr. Chairman. 

ADMINISTRATIVE EXPENSES FOR EARMARKS 

Mr. Secretary, as you know, during recent months there has been 
a great deal of attention drawn to earmarks, and we can certainly 
agree that transparency, accountability, and disclosure is extremely 
important on this topic. With that in mind, and this is sort of — it’s 
a budget issue and question — can you tell me if 100 percent of the 
congressionally-directed earmarks that go through USDA are actu- 
ally allocated to the congressionally-directed recipient? 

Put another way, does USDA take some money, a certain percent 
of the earmark, for its own administrative expenses in connection 
with the earmark, both related and unrelated to the earmark? And 
would you support greater transparency, so that Congress and the 
public are aware of exactly how USDA directs this money? And it 
may be something you want to refer to somebody else, but 

Secretary Johanns. I’ll have Scott Steele offer a thought on that. 

Mr. Steele. Senator, yes, as I understand it, each of the agencies 
that pass through money through earmarks do take some adminis- 
trative costs from that amount, and I think the percentages vary 
by agency. But yes, we think it should be transparent. I think that 
we do identify, and I’d have to check the records on this, and I can 
respond more for the record exactly what percentages agencies do 
take, but the Cooperative State Research, Education and Extension 
Service I know does take a certain percentage, and NRCS and the 
others do, but I think they do vary by agency. 

Senator Nelson. But what is the authority to do that? Because 
I’m not sure that there’s any mandated percentage that is part of 
the earmark, that directs the agency to be able to do this. And so 
is the amount determined within the agency? Why is that not in- 
cluded within the appropriations process for the agency’s budget, so 
it doesn’t become skimming? 
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Mr. Steele. Well, I don’t know if it’s called skimming or not. I 
think it’s an issue of the cost of doing business. There are some ad- 
ministrative costs in dealing with implementing programs, and 
they can’t all be ignored. 

Senator Nelson. Well, why wouldn’t that be, without being argu- 
mentative, why wouldn’t that be in the budget process, in the ap- 
propriations process we approve here? 

Mr. Steele. Well, the earmarks themselves, we have not re- 
quested earmarks in our budget request. We receive the earmarks 
from the Congress. So in our justification to the committees, we 
would not be justifying the earmark to the committee. 

We receive the money. In turn, we make use of it and follow the 
legislative intent, and I think in that process certain agencies have 
taken a percentage of the earmark for their administrative costs of 
tracking the expenditures and making sure that the work is carried 
out properly and there is some overhead costs that have to be cov- 
ered in this process. 

Senator Nelson. But that’s not an agency expenditure that’s ap- 
propriated as part of the budgetary process. 

Secretary Johanns. No. I think what’s happening here, Senator, 
is this. Historically earmarks have not been included in the admin- 
istration’s budget request. Even before the discussion really heated 
up on earmarks, you could go and look at past budget requests and 
we don’t include them, so therefore there would be no administra- 
tive costs to include. 

But, as Scott indicates — and you probably have the numbers in 
front of you but we would be happy to supply them to the com- 
mittee, too — there is a certain cost in just administering the ear- 
mark that has been established, and so that administrative cost 
has been covered by some piece of that, and I’m not even aware 
how much, for the program itself. 

Senator Nelson. Well, some are 2.5 percent for expenses related 
to implementing the President’s Management Agenda; agency as- 
sessment of about 8 percent to pay for administrative support; pro- 
gram assessment, 2.5 percent to 9 percent, to support overall pro- 
gram direction. It means that the range could be from somewhere 
from 13 to 20.5 percent, or higher if the department charge is 
raised. 

It is something I think we need to look into as part of the appro- 
priations process, so that we don’t end up with, in effect, off-budg- 
et, outside appropriation, taking of certain expenses to the agency 
for the process of doing that. Or at least it ought to be formalized 
in some uniform way, so that if an earmark is in fact directed to 
a certain agency, that you know in advance what it’s going to be, 
so it doesn’t erode the amount of the earmark that you’re expecting 
to go to the recipient. 

Secretary Johanns. We would be happy to work with you to find 
a very transparent approach, because I think the dilemma we find 
ourselves in is, we do have certain oversight responsibilities and so 
that’s how this is coming about. But again, we want to be trans- 
parent about it. If we’re doing something that you’d like to see dif- 
ferent, we’re open to 
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Senator Nelson. As a matter of compliment, you were able to 
provide us some of this information when we requested it. Some 
other agencies told us it was none of our business. 

Secretary Johanns. No, we’re happy to provide it and happy to 
work through the issue. 

[The information follows:] 

Administrative Costs for Earmarks 

Several USDA agencies administer funds as a result of Congressional earmarks. 
The amount of administrative costs withheld from an earmark differs based on the 
nature of the earmarked funds and the agency administering the particular ear- 
mark. There are some specific statutory set-asides that all agencies within USDA 
are required by law to apply against programs, including from earmarks. For exam- 
ple, all funding related to extramural research and development is subject to a re- 
quirement to set aside 2.5 percent of funds to be used for the Small Business Inno- 
vation Research Program (Small Business Research and Development Enhancement 
Act of 1992, Public Law 102-564, as amended). In addition, all biotechnology re- 
search projects are required to set aside 2.0 percent of funds to support the Bio- 
technology Risk Assessment program (Section 1668 of the Food, Agriculture, Con- 
servation, and Trade Act of 1990, Public Law 101-624, as amended). 

In addition to statutory set-asides, agencies also have authority to use a portion 
of the appropriated funds to pay for administrative costs. The portion of the appro- 
priated funds used to pay for administration costs may differ for each agency and 
program. Specific examples include: 

— The Cooperative State Research, Education and Extension Service (CSREES) 
has specific statutory authority (Section 1469 of National Agricultural Research, 
Extension and Teaching Policy Act of 1977, Public Law 95-113, as amended) 
to retain up to 4 percent of amounts appropriated for research, extension and 
teaching programs for administration of these programs. 

— The Agricultural Research Service (ARS) assesses 10 percent of all appropria- 
tions to finance management costs associated with the conduct of their nation- 
wide research programs. ARS does not have a separate budget line item to 
cover management support. 

— The Animal and Plant Health Inspection Service (APHIS) assesses a rate be- 
tween 2.5 percent to 9 percent depending upon the program. APHIS, like ARS, 
does not have a separate budget line item to cover management support. 

Senator Nelson. My time has expired. Thank you, Mr. Chair- 
man. Thank you, Mr. Secretary. 

Secretary Johanns. Yes. 

Senator Kohl. Thank you, Senator Nelson. Senator Reed, then 
Senator Feinstein, then Senator Specter. Senator Reed? 

Senator Reed. Thank you very much, Mr. Chairman, and Mr. 
Secretary and gentlemen. 

PROVINCIAL RECONSTRUCTION TEAMS (PRTS) 

I understand that this budget for the first time includes $12.5 
million to support USDA personnel in provincial reconstruction 
teams in both Afghanistan and Iraq. Is that correct, Mr. Secretary? 

Secretary Johanns. That is correct, yes. 

Senator Reed. Any reason why this is the first time it’s been in 
the budget? I can tell you they are really high valued items over 
there. 

Secretary Johanns. Scott tells me that it was actually in last 
year’s budget at $5 million, so maybe what caught your attention 
is that it’s there this year at $12 million. The reason why it’s there 
is that we do have a presence. We think that presence is impor- 
tant. We think we can do some good things in those countries. 

In fact, in one of the farm bill proposals we made, we identify 
a place for this kind of activity, whether it’s Iraq or Afghanistan 



74 


or some other place. We have international expertise. We have of- 
fices in 75 foreign countries or 70 foreign countries. We are all over 
the world, and we think we can be very helpful. 

Senator Reed. Well, Mr. Secretary, I second that. I’ve been out 
visiting these PRT teams numerous times and talking to military 
leaders. I was up in Tikrit with General Nixon of the 25th Infantry 
Division, and he said he could use many more USDA experts. 

Secretary Johanns. Yes. 

Senator Reed. Will you be able to fill all the requirements that 
you’ve received with this money? 

Secretary Johanns. Yes, we believe we will. I can give you an 
update today, that we have staff in Iraq and we have had from the 
beginning. We have, on the PRTs I think we have six positions, five 
of which are already there, and I think the sixth one will be head- 
ing over there in April of this year. So this would fund what we’ve 
been asked to do. 

Senator Reed. Are these contract personnel or employees? 

Secretary Johanns. No, they’re employees. 

Senator Reed. There are some non-DOD agencies that are hav- 
ing difficulty getting personnel to go over, for a couple of reasons. 
One is, they don’t get all the benefits that DOD gets, but also 
there’s a fear that if they leave their job in the United States or 
elsewhere, that they will suffer in terms of promotion or their man- 
agement will suffer in terms of losing a key person without replace- 
ment. 

How are you dealing with that? Say for example an expert from 
the Southeast of the United States goes overseas. Can you put a 
replacement in there, or does that agency or that unit have to get 
along without them? 

Secretary Johanns. I’ve never run into it, but I would tell you 
my personal approach would be that they not lose anything; that 
if they want to go over and do a period of time in Iraq, that is of 
real value, or Afghanistan, they should not be set back in their ca- 
reer pathway. But, like I said, I haven’t run into it, so I’m hoping 
that’s an indication that that has not been a problem. In fact, one 
of our personnel — he just refreshed my recollection — actually came 
back because they got a promotion, and so they came back to fill 
that promotion. 

Senator Reed. Well, I think this is a key area, and it’s not just 
for the Department of Agriculture, it’s for all the agencies that are 
complementing our military efforts, and I would ask you to go back 
and look seriously about the incentives or disincentives, about the 
ability to fill all of the requested slots and the sufficient funding 
to do that. But I note this is some progress. It’s taken 4 years or 
so to finally gear up, but at least we’ve geared up. 

LOCALLY PRODUCED FOOD TO SCHOOLS 

Let me change topics quickly. In Rhode Island there’s a number 
of organizations that are working with farmers in our State to 
bring locally produced food to schools, and I’m glad that one of the 
recent USDA farm bill proposals indicates support for fresh fruits 
and vegetables in schools. However, since the Farm-to-Cafeteria 
program was authorized in Section 122 of the 2004 child nutrition 
and WIC reauthorization, the program has received no funding in 
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the administration’s budget. Why is that the case, if we’re trying 
to get fresh food into the school cafeteria program? 

Secretary Johanns. Scott, do you know about past funding? 

Mr. Steele. Senator, I think that there was a pilot for the 
schools in prior years that we did fund, and we’ve been trying to 
get local sponsors to work and continue those pilots. But I think 
that the farm bill proposal is going to accelerate our efforts in deal- 
ing with this question. 

Secretary Johanns. Our farm bill proposals, and I’ll turn to that, 
would dramatically boost our efforts here. We’re proposing $2.75 
billion — and these are all scored in a 10-year basis — $2.75 billion 
in funds to purchase fruits and vegetables for our food assistance 
programs, and an additional $500 million to increase the purchase 
of fruits and vegetables in our school meals program. So over $3 
billion will go into fruits and vegetables purchases in nutrition or 
school lunch. 

Senator Reed. And just a final question because my time has ex- 
pired, but there will be an emphasis on purchasing local produce 
from local farmers? 

Secretary Johanns. Absolutely. Wherever we can buy locally, we 
want to do that. And the other thing I would point out is that our 
proposals at least are for mandatory money, so again if Congress 
agrees with us, your fruit and vegetable producers, your specialty 
crop farmers, will see a pretty significant presence in the farm bill 
that they have never seen before. 

Senator Reed. Thank you. Thank you, Mr. Chairman. 

Senator Kohl. Thank you, Senator Reed. 

Senator Feinstein. 

Senator Feinstein. Thank you very much, Mr. Chairman. 

DHS AGRICULTURAL INSPECTIONS AT U.S. BORDERS 

If I might, Mr. Secretary, why don’t we go to this question that 
I had about DHS taking over ag inspections at the border. Just 
from the California experience, there is some indication to me that 
this may not be the best way to go. Could you comment? 

Secretary Johanns. We have a cooperative effort that goes on 
here with Homeland Security, and the USDA is a part of that. We 
can give you some numbers of things that we have done together. 
I can tell you from the USDA standpoint it is our goal to work as 
seamlessly as we possibly can with DHS in the administration of 
this program, and our attitude is, if we have resources that might 
be helpful, we want to provide those resources and be of assistance. 

I think, Senator, part of what is maybe being experienced here, 
this was a change, and sometimes it just takes a while for the sys- 
tem to adjust to that change. Every time I go to California, and I’m 
there on a frequent basis, this issue does arise from the agricul- 
tural community, because they’re worried about pests coming in 
and that sort of thing. 

Senator Feinstein. And they’re coming in. 

Secretary Johanns. Well, and from the USDA standpoint, I want 
you to know that we’re ready to do whatever we can to make the 
system work, and we’ll work as seamlessly as we possibly can to 
do that. 
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Senator Feinstein. Well, I am told that fewer ag inspections are 
being done since the transfer. 

Secretary Johanns. I don’t have those numbers in front of me, 
but 

Senator Feinstein. May I ask you to take a look at that? 

Secretary Johanns. I will. 

Senator Feinstein. And get back to me, because California’s ag 
is so big and affects so many States, and the penalty that comes 
from having fruit fly and then you quarantine three counties, the 
penalty is enormous. The key has to be to keep contaminated fruit 
out. Right now there’s a problem with avocados coming in with a 
pest attached, and it’s not being caught. 

Secretary Johanns. I will be happy to dig into the numbers and 
we will provide you with that information. 

[The information follows:] 

AGRICULTURAL QUARANTINE INSPECTION 

[Inspection Data] 


Pathway 

United States 

California 

Fiscal Year 2002: 



Air Passengers arrivals 

Air Passengers inspected 

55,220,906 

10,521,155 

2,821,221 

10,728,329 

1,560,235 

518,040 

Fiscal Year 2003: 

Air Passengers arrivals 

Air Passengers inspected 

56,690,220 

9,814,540 

3,208,140 

10,584,656 

1,789,183 

544,973 

Fiscal Year 2004: 

Air Passengers arrivals 

Air Passengers inspected 

57,204,756 

11,757,977 

2,544,184 

11,354,159 

1,551,359 

644,893 

Fiscal Year 2005: 

Air Passengers arrivals 

Air Passengers inspected 

66,254,784 

10,092,452 

2,316,903 

12,538,889 

1,384,565 

724,088 

Fiscal Year 2006: 

Air Passengers arrivals 

Air Passengers inspected 

68,457,060 

8,523,178 

2,110,075 

12,832,403 

1,437,212 

752,715 



One of the major benefits of transferring all port of entry inspections to one agen- 
cy is a front line inspection for all types of contraband by one individual. As a re- 
sult, the front line inspectors today are not solely agricultural, narcotics, or weapons 
inspectors, but rather they have been trained to detect any and all contraband. This 
system allows for an efficient use of resources without compromising protection. 
However, having the front line inspectors trained to detect multiple forms of contra- 
band does not allow for a direct comparison with the inspection regime prior to the 
transfer. For example, all international air passengers must be cleared through the 
Department of Homeland Security’s Customs and Border Protection’s (CBP) primary 
inspection. They may be directed to undergo a secondary agricultural inspection for 
a variety of reasons. While the actual number of secondary agricultural inspections 
of air passengers has decreased since the transfer, the primary inspection now in- 
cludes a much stronger agriculture component because APHIS provides basic agri- 
cultural training to all CBP inspectors. Additionally, CBP has a more sophisticated 
risk identification system and database that allows for more targeted inspections. 
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AGRICULTURAL QUARANTINE INSPECTION (AQI) FEES 

Senator Feinstein. All right, because don’t you have $133 mil- 
lion for administrative expenses? Is that for new ag inspectors, or 
is that something else? 

Secretary Johanns. Scott, do you know? 

Mr. Steele. Senator, this is the Agricultural Quarantine Inspec- 
tion fee program that we carry out. We collect these fees from air- 
line passengers, and that money is collected and those fees do 
change periodically in terms of how much money we recover from 
them. Then some of that money is transferred over to DHS from 
the Department. At this point in time for the 2008 budget, it looks 
like we have estimated obligations in this program of about $482 
million, and about $299 million, almost $300 million, of that would 
be transferred to the Department of Homeland Security to carry 
out the inspections you’re talking about. 

Now, APHIS does keep some of those fees for their own internal 
use in helping DHS carry out its responsibility, but DHS is now in 
charge of the front line inspectors. They would be the one checking 
the baggage and those kinds of things. APHIS would be called in 
if there needed to be fumigation, training, and other things, sort 
of a secondary back-up role to the DHS people. Now, those DHS 
people, they were transferred from APHIS over to DHS. They origi- 
nally worked for USDA, and they are now working for DHS, and 
they are being assigned and managed by DHS. 

NUMBER OF AQI INSPECTORS 

Senator Feinstein. How many of them are there? 

Secretary Johanns. I don’t have an exact number, of the total 
number of inspectors, but we can provide that for the record and 
tell you exactly who is doing what. 

Senator Feinstein. Well, for the record, this is one Senator — 

Secretary Johanns. Yes, and how many are in California. 

Senator Feinstein [continuing]. That doesn’t really like that 
transfer. I don’t think that inspections are well served by taking 
agricultural people and putting them under DHS, where the mis- 
sion is totally different, and I don’t want to see my State suffer be- 
cause of it, either. So I’m going to watch carefully, and I hope you 
will as well. 

Secretary Johanns. We will, and we’ll get you that information 
you have requested. 

[The information follows:] 

Agricultural Quarantine Inspection Positions Transferred to DHS 

In fiscal year 2002, the Animal and Health Inspection Service (APHIS) had 3,484 
Agricultural Quarantine Inspection (AQI) full time equivalents (FTEs). Of these 
FTEs, 2,515 were inspection personnel. 

In fiscal year 2003, APHIS transferred 2,655 positions (529 of those positions were 
in California with 75 vacant positions) to the Department of Homeland Security. Of 
these 2,655 positions, 2,407 were inspection positions (including Plant Protection 
and Quarantine Inspectors and Technicians). Of the inspection positions, 346 were 
vacant at the time of the transfer (accordingly, 2061 inspection personnel were 
transferred). Of the total 2,655 positions, 387 were vacant. 

In fiscal year 2007, DHS informs the Department that they have 2,188 agricul- 
tural specialist positions, including 130 vacancies. DHS also indicates that there are 
337 inspectors currently located in California. 
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E. COLI IN SPECIALTY CROPS 

Senator Feinstein. Thank you. Let me go to E. coli. The out- 
break of E. coli that essentially came from California products, at 
least the spinach, I mean, 90 percent of the United States is fed 
with that spinach, and I note that the budget increases by $4 mil- 
lion food safety research, but you also discontinue the food safety 
project at the Albany station in California which specifically tar- 
gets E. coli, and so my question is, why? 

Secretary Johanns. This is one of the things that I mentioned 
in my opening statement. We did a farm bill proposal on kind of 
a parallel track with the budget, but eventually these two have to 
marry together because in 2008 we have a new farm bill. 

When it comes to specialty crops, I think you’re going to like the 
proposals we have made. We are proposing not only that increase 
of additional fruit and vegetable purchases, which of course would 
be really good for California, but we’re also proposing to increase 
research in that area by $1 billion — and again, these numbers are 
all on a 10-year score — because one of the things that we heard 
from our specialty crop farmers was, we need assistance in this 
area of research and phytosanitary/sanitary issues. 

So we heard them, and again, never, I promise you, never in the 
history of farm bills have we had such a significant presence for 
specialty crop producers as what we are proposing. So if these pro- 
posals were to be adopted, there would be a major step forward for 
research in this area. It would be very significant. 

Senator Feinstein. My time is up, Mr. Chairman, but if I might 
just say — and you don’t have to answer it, we can talk about this 
later — the time has perhaps come for some regulations from your 
department with respect to the phytosanitary handling of crops, to 
prevent this from happening again, instead of leaving it up to each 
State. 

Secretary Johanns. California has a very, very mature ag indus- 
try, as you know. They do good work. Some of their counties actu- 
ally produce more agricultural products in value than some States. 
And so I guess what I would say to you is, we like what we’re see- 
ing there. They really do seem to be aggressively addressing this 
issue. Any time you go to a national phenomenon, it becomes that. 
I mean, it tends to be uniform, one-size-fits-all. I really want to 
talk to you about that before maybe any of us reach some conclu- 
sions on that. 

I would also mention that APHIS does work with California, and 
the FDA, in this area. But again, I think this would really warrant 
some serious thought and discussion, and I would really want to 
consult with our producers across the country, especially in Cali- 
fornia. They do some good work, as you know. 

Senator Feinstein. Thank you. Thank you, Mr. Secretary. Thank 
you, Mr. Chairman. 

Senator Kohl. Thank you, Senator Feinstein. 

Senator Specter. 

Senator Specter. Thank you, Mr. Chairman. 
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COMMODITY SUPPLEMENTAL FOOD PROGRAM (CSFP) 

Mr. Secretary, I am concerned about the budget request which 
is $4 billion lower than the 2006-2007 level, and the termination 
of the Commodity Supplemental Food Program which provided 
some 6.4 million food packages to over 500,000 people in low in- 
come brackets, also seniors. I know that the projection is that the 
WIC program and food stamps will meet the needs, but that really 
isn’t applicable when the seniors are not included in those pro- 
grams. 

So my question, how can your department really keep up with 
the demands for very important services, and have a budget cut 
and not have even an inflationary increase, and continue to provide 
important programs like the Commodity Supplemental Food Pro- 
gram? 

Secretary Johanns. Overall, our nutrition programs are fully 
funded — not only funded for what we have today but the antici- 
pated need. They’re fully funded for the inflationary increase we 
anticipate, and they’re even fully funded in terms of a contingency 
amount of money for WIC and food stamps. So we believe that we 
will meet the needs that are out there, and if we don’t, if we have 
underestimated those, we have a contingency program that is 
available. 

Senator Specter. What is the contingency program? 

Secretary Johanns. It’s a large amount of money. Scott, how 
much? 

Mr. Steele. Senator, yes, we have set aside additional money in 
a contingency fund if we would need to use it. It’s $3 billion for the 
Food Stamp Program. If our estimates are wrong on participation, 
we could then go to that contingency fund to make up the dif- 
ference, the shortfall. 

In the WIC program it’s $200 million. If we miss the estimate 
that we have now for 8.3 million women, infants and children, we 
would be able to tap into that $200 million if our estimate is 
wrong. So we have asked for that additional amount of money in 
the budget request. 

Secretary Johanns. Here is the situation on CSFP, and it is a 
popular program. It’s certainly well received out there. Here is why 
it keeps popping up. The administrative costs get people’s atten- 
tion. They are about 46 percent of the food that is purchased. It 
is not a nationwide program. It’s in 32 out of the 50 States, and 
I think we have it on some Indian reservations. 

And, again, we just believe — and we have monies in the budget 
for outreach — that if we can identify the people and move them to 
one of our other programs, it will work better for them. So that’s 
why it keeps popping up every year. 

Senator Specter. Mr. Secretary, let me thank Keith Collins, 
your chief economist, for substantial help he has given us in the 
past when we’ve had some tough milk issues in Pennsylvania. I re- 
call one incident where he came to the State and was enormously 
helpful. 

I’m not going to be able to stay for Commissioner von 
Eschenbach’s testimony. I want to note with approval his confirma- 
tion. Good to see him on the job, past that hurdle. 
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And one question which I would like him to answer for the 
record. It involves the — I note an increase in user fees, $15.7 bil- 
lion, on some of the drug review programs. We hear comments 
from time to time that the people who are awaiting those programs 
would be glad to increase their user fees if we could have more ex- 
peditious treatment. I’d like him to take a look at that question 
and give us a response in writing. 

Thank you very much, Mr. Chairman. 

Senator Kohl. Thank you, Senator Specter. 

Senator Harkin. 

Senator Harkin. Well, thank you very much, Mr. Chairman. 
Thank you, Mr. Secretary, Mr. Deputy Secretary, and all of you 
who are here. I just had a couple of questions. 

ORGANIC FARMING 

Again, we tried in the last farm bill, Mr. Secretary, to put in 
some funds and different programs to help organic farmers. There 
has always been this sort of “valley of death” as they call it, when 
a farmer wants to transition to become an organic. Well, you take 
3 years. You’ve got to have 3 years. Well, during those 3 years you 
can’t really say it’s organic, so how do you get through that sort 
of “valley of death” from being nonorganic to being organic? 

So we put funds in the bill and we put a couple of programs in 
there to help farmers do this. I see that the budget now zeros this 
out, zeros this out. Let’s see, where was it? Yes, we had $1.8 mil- 
lion, very small, in discretionary funds last year, and the budget 
would provide no funds at all. 

Now, we do have some money that we put in there, mandatory 
money. We do have some of the mandatory money in there, that’s 
true, but that’s sort of on research and stuff. But the transition 
funds — we do the research, and that money is there, Mr. Chair- 
man, for research in organics and what farmers might do and how 
they set up marketing things and stuff like that. That’s that re- 
search, but the transition funds were extremely important, and 
they’re just zeroed out at a time when consumers can’t get enough 
organics. 

The fastest growing part of the food industry in America is 
organics, 20 percent a year. People at Whole Foods say they can’t 
get enough organics. They can’t even keep up with it. So people 
want it. The producers can’t keep up. It seems to me a great oppor- 
tunity, and I just want to know what kind of justification there is, 
because I’m looking at the farm bill this year, and if nothing else, 
I’d like to actually beef that up and do more in that area, Mr. Sec- 
retary. 

Secretary Johanns. I was just looking at our proposals that we 
submitted to your Agriculture Committee, Mr. Chairman, relative 
to organic farming, and we’re doing a number of things here that 
I think would be helpful. I don’t pick up that proposal in what 
we’ve put here, though, I don’t think. 

So I guess what I would offer to you, I’d be anxious to sit down 
with you and see if there’s something we can do there, because 
you’re right, there is a period of time where you transition. We do 
have some money in this year’s budget, some mandatory funding, 
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as you point out, but in the next farm bill there’s probably an op- 
portunity here to take a look at this issue again. 

Senator Harkin. I’m open for any suggestions you’ve got on 
things where we can work together and how we focus on this. 

And the other thing that I heard, Mr. Secretary, was that we just 
had a meeting with some of these farmers in Iowa recently, some- 
time in January, I think it was, and the problem seems to be in 
terms of marketing, regional kinds of processing facilities and stuff, 
where a small farmer could take this in and get it processed and 
packaged and sent out, someplace like that, so I would like to visit 
with you about that. 

Secretary Johanns. Okay. 

DHS AQI INSPECTORS 

Senator Harkin. I am told that in my absence Senator Feinstein 
covered the problems with the inspectors coming in. I think we’ve 
got a real problem there, and we’re going to have to think about 
whether or not, Mr. Chairman, whether or not these inspectors 
ought to be brought back under USD A or should they stay under 
DHS. And quite frankly, everything I have heard is that they were 
doing their job under Ag, they had a good structure for it, and now 
they have been shifted and it’s sort of the tail end of everything 
out there under DHS. I just wonder if we shouldn’t somehow bring 
them back in under USD A. I assume you spoke about that in my 
absence. 

Secretary Johanns. Yes. Senator Feinstein has asked for some 
information on where were we on inspections before the change, 
where are we at now, and we’ll provide that. 

FOOD AID 

Senator Harkin. Okay. The last thing I just want to cover is food 
aid. Because of the continuing crisis in Africa and everywhere else, 
we have been obligated to provide additional emergency funding for 
Title II international food aid above and beyond the appropriated 
levels, and this goes back for the last several years. 

Again, the administration — we’re talking about a budget here, 
now — the administration has been unwilling to acknowledge that 
increased demand. They have not requested any funding above the 
recent level of $1.2 billion for Title II, and I’m wondering why, 
since we know we’re going to have to provide more, why there isn’t 
more of a budget thing and why there isn’t some justification in the 
budget for this food aid? It just makes it tough on us when it’s not 
in that budget. 

Now, if you don’t have the answer now, if you could submit it in 
writing, that would be fine with me. 

Secretary Johanns. Okay. We’ll submit it in writing. 

Senator Harkin. That’s fine. Just look at that. 

Secretary Johanns. Okay. 

Senator Harkin. Same level it has always been every year. We’ve 
got to come in and get more and more every year. And I think as 
you look around the world now, we’re going to be asked to do that 
again, so it should be part of the budget. 

Secretary Johanns. Okay. 

[The information follows:] 
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2008 Budget Request for Public Law 480 Title II Donations 

The 2008 budget requests just over $1.2 billion of appropriated funding for Public 
Law 480 Title II donations; this is a slight increase above the level provided in 2007. 
The requested funding will be supplemented by reimbursements from the Maritime 
Administration for prior year cargo preference costs, which are expected to total just 
over $120 million in 2008. 

The appropriations request reflects a careful prioritization among the competing 
demands for international humanitarian assistance. The United States has a num- 
ber of different programs and authorities for responding to humanitarian needs 
overseas, each of which is important and makes a unique contribution to our hu- 
manitarian response efforts. 

In addition, it is important to understand that emergency food needs are difficult 
to predict in advance, especially given the complex nature of evolving, rapidly 
changing conflicts and the unpredictability of rainy seasons in drought-prone areas. 
However, should unanticipated and extraordinary emergencies arise during the 
course of the year, the Administration has a number of options for responding, in- 
cluding a supplemental appropriations request and a release of commodities from 
the Bill Emerson Humanitarian Trust. At present, the Trust holds 915,000 metric 
tons of wheat and $107 million of cash. The wheat tonnage equivalent of that cash 
is approximately 500,000 metric tons, so in total the Trust has resources equal to 
about 1.4 million metric tons of wheat. 

In view of these considerations, the Administration believes the 2008 budget con- 
tinues our commitment to addressing the most severe and critical emergency food 
aid needs. 

Senator Harkin. Thank you very much, Mr. Chairman. 

Senator Kohl. Thank you, Senator Harkin. 

Senator Nelson, do you want to make comments? 

Senator Nelson. Thank you, Mr. Chairman. 

CONTINGENCY FUNDING 

One quick item: Mr. Chairman, I commend the contingency fund 
to deal with the challenges of food stamps and making sure that 
the numbers match with the requirements. I wonder if it’s possible 
to do a similar thing with mitigation funding, with a contingency 
fund. 

We know every year we’re going to have disasters that will relate 
to agriculture, whether it’s hurricanes or whether it’s continuing 
drought. In the past they’ve been offset typically from some pro- 
gram within the previous farm bill, 2002. I remember Nebraska 
being a beneficiary of that when you were Governor. It’s an ongoing 
situation. We don’t know where it’s going to happen, but we know 
that it will happen. 

Why aren’t we in a position to set aside a contingency? If we’re 
going to take $18 billion, roughly, out of the farm bill, why don’t 
we preserve some of that to deal with the fact that disasters will 
occur that are not going to be adequately covered by crop insur- 
ance? 

There isn’t any way an 8-year continuing drought can be covered 
by crop insurance. We went over that, I think, in the Senate Ag 
Committee, in talking about how we will balance that all out. But 
isn’t it possible to set aside $5 billion or $6 billion? If we can set 
aside $3 billion for food stamps, it would seem to me that we ought 
to be able to hedge our bet a bit on natural disasters for crop cov- 
erage. 


CROP INSURANCE GAP COVERAGE 

Secretary Johanns. Here is the challenge you will face if you 
want to establish a fund and just have money in it, whatever that 
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amount would be. Keep in mind during the last farm bill, notwith- 
standing the attempts to pass recent disaster relief, we spent about 
$8 billion on disaster relief programs, and the current discussion 
is somewhere along the lines of $3 or $4 additional billion, so you 
could be up to around $12 billion. And you’re going to start with 
a baseline just like we did, and everything outside of that is above 
the baseline, and you know the drill on amounts above the base- 
line. 

Here is what I would offer to you, though. I do believe that this 
crop insurance approach is worth looking at. One of the big criti- 
cisms with crop insurance today is, you can’t cover the gap, so 
we’re proposing a gap coverage be made available to cover that 
typically 30 percent gap in coverage between 70 percent and 100 
percent. 

And then the second thing is the revenue-based countercyclical 
program just will work better. We can’t talk about the specific 
product, we’re forbidden, but there is some effort to look at this 
issue of ongoing disaster and its impact on crop insurance and 

Senator Nelson. Well, you just reach the base, so that ulti- 
mately you’re out of business unintentionally. 

Secretary Johanns. Exactly. Dr. Collins can give you a great 
briefing on that. But we’re looking at some of the very issues you’re 
talking about, and this actually might — I would respectfully sug- 
gest — he a better model than just the fund. 

Senator Nelson. Well, I would agree with you for the occasional 
loss. I don’t think that you can rely on crop insurance to cover a 
disaster that continues for 8 years. It’s not designed to do that. 
That’s like insuring your house and having it burn down every year 
for 8 years. The mechanism just doesn’t presuppose that in the ac- 
tuarial computations. 

But statistically I’m sure Mr. Steele could calculate over the last 
20 years what, adjusted for current dollar value, what the crop 
losses have been that would be disaster occurrences, so that you 
could calculate highs and lows and treat it as, if you will, a contin- 
gency fund on an actuarial or statistical basis within the budget, 
and have it covered. 

Now, it’s true, sometimes it’s better to cover that 30 percent. I 
understand that difference. But I don’t think your crop insurance 
is going to work for a multiyear drought that goes on and on and 
on and on. For occasional losses, I think that’s the way to go for 
2 or 3 years, but not an 8- or 9-year loss as you know we’re experi- 
encing in southwest Nebraska. 

Something for you to consider, and I hope that you will take a 
close look at it, and I hope as we put together the appropriations 
package, we can work in that direction. 

Secretary Johanns. Okay. We would be anxious to sit down with 
you, and we’ll consider your comments. 

Senator Nelson. Thank you. 

ADDITIONAL COMMITTEE QUESTIONS 

Senator Kohl. Thank you very much, Senator Nelson. 

And we would like to thank you, Secretary Johanns, along with 
Mr. Conner, Mr. Steele, Mr. Collins. Your testimony and your re- 



84 


sponse to our questions has been really good, and we look forward 
to continuing to work with you as the process unfolds. 

Secretary Johanns. Mr. Chairman, thank you. 

[The following questions were not asked at the hearing, but were 
submitted to the Department for response subsequent to the hear- 
ing:] 


Questions Submitted by Senator Herb Kohl 
veal 

Question. Mr. Secretary, I am very concerned that we have some serious trade dis- 
tortions with Canada which disadvantage U.S. veal producers. 

Wisconsin veal producers believe that Canadian policies, particularly access to 
low-priced feed coupled with support from the Quebec production price insurance 
program, give their competitors in Canada an unfair economic advantage in the 
form of lower production cost which encourage over production. Some of the in- 
creased production is exported to the U.S. market where it is further processed and 
sold as U.S. produced product. The relatively low cost of production in Canada also 
encourages many Canadian producers to purchase replacement calves in the United 
States which drives up prices for U.S. producers. 

I would like the USDA’s Economic Research Service to review this topic and pro- 
vide some updated data on this matter. I’m particularly interested in an updated 
comparison of subsidies which apply to U.S. veal producers and their counterparts 
in Canada. 

Answer. The information is submitted for the record. 

[The information follows:] 

In 2005 the cost of production for a milk- or formula-fed veal calf raised to about 
450 pounds in the United States was $682.50 versus a net cost of $699.97 in Can- 
ada, which includes a payment from the Canadian Agricultural Income Stabilization 
(CAIS) program. 

Exports of veal meat from Canada to the United States in the carcass, cuts-bone- 
in, and cuts boneless categories (assumed to be available for further processing in 
the United States) have increased from 2000 to 2005. 

Carcass exports to the United States have risen rapidly due to increased slaugh- 
ter capacity in Canada and restrictions on live animal trade as a result of BSE-re- 
lated border measures. U.S. cattle export data to Canada do not provide breakouts 
by size so we cannot readily determine how many calves are really being shipped 
to Canada for veal. A category in USDA export statistics that includes these calves 
is Cattle not for Breeding which we show here for 2002 to 2006. 

Exports fell with the onset of BSE-related border measures, dropping from about 
133,500 animals in 2002 to a low of 14,200 in 2004 and rebounding slowly after- 
ward. Exports reached 36,050 animals in 2006. Purchases of veal calves by Cana- 
dians make up some unknown share of these exports. 

Veal market data reports show the following calf slaughter numbers in Canada 
and the United States in recent years. 



Canada 

U.S. 

2003 

251,309 

971,459 

2004 

284,334 

838,405 

2005 

267,900 

717,338 

2006 

245,341 

698,618 


Question. I would also like to receive a summary of steps you have taken in con- 
junction with the U.S. Trade Representative to resolve this dispute. 

Answer. USDA, along with the Office of the United States Trade Representative 
(USTR), is aware of the concerns that have been identified and has examined Cana- 
dian Federal and provincial policies regarding support provided to Canadian veal 
producers. To date, USDA has not identified components of the Quebec Income Sta- 
bilization Program that are inconsistent with Canada’s international obligations but 
remains open to additional information and assessment. There are several recent 
factors that have changed the dynamics of the United States and Canadian veal and 
veal calf markets, including the imposition of U.S. BSE restrictions on Canadian 
cattle. USDA will continue to monitor the situation closely. If new information indi- 
cates that Canada is not fully meeting its international obligations, USDA and 
USTR will take prompt action to address the matter. 
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afghanistan/iraq provincial reconstruction activities 

Question. Last August, we received notification from the U.S. Department of State 
that $7.8 million of the Iraq Relief and Reconstruction Fund was being transferred 
to USD A to restore and expand a sustainable agriculture sector in Iraq. Your re- 
quest for 2008 includes $12.5 million for Provincial Reconstruction Teams to restore 
and stabilize the agricultural economies in Afghanistan and Iraq. 

Please tell us the amount of funds that USDA has used for these activities since 
the beginning of fiscal year 2006, including funds directly appropriated to USDA or 
transferred from other Departments. Also tell us what specific activities were car- 
ried out with these funds. 

Answer. Since the beginning of fiscal year 2006 through March 2007, USDA has 
expended approximately $3.39 million in Afghanistan ($2.45 million transferred 
from USAID, $140,000 from the CCC-funded Emerging Markets Program, and 
$800,000 from USDA appropriated funding) to support USDA participation in the 
Provincial Reconstruction Teams (PRTs); to provide technical assistance and capac- 
ity building to the Ministry of Agriculture; and to support development of agri- 
culture and trade programs at institutions of higher education. This amount will 
grow as additional expenses are incurred during fiscal year 2007. 

Since the beginning of fiscal year 2006 through March 2007, USDA has used ap- 
proximately $6.56 million in Iraq ($5.3 million transferred from the State Depart- 
ment to support revitalization of Iraqi agricultural extension programs; $260,000 
transferred from USAID to support USDA participation in the PRTs; and $1 million 
from USDA appropriated funding) to provide both agricultural advisors to the PRTs 
and Ministry of Agriculture, and public affairs specialist to work with the Iraq Re- 
construction Management Office (IRMO). This amount will also increase as we move 
through fiscal year 2007. 

Question. What specific outcomes have been realized by the expenditure of these 
funds and are these consistent (and on schedule) with the original objectives of the 
allocations? 

Answer. With this funding, USDA has been an active participant in the ongoing 
reconstruction initiatives in both Afghanistan and Iraq. In the case of Afghanistan, 
USDA has been able to introduce modern agriculture production and marketing 
techniques to the rural provinces. Among other things, efforts have been focused on 
irrigation system rehabilitation, post-harvest loss reduction, marketing system im- 
provements and livestock health. 

In Iraq, USDA’s Agricultural Extension Revitalization Program is on schedule to 
provide the first training of Iraqi extension agents in June 2007. In addition, USDA 
has deployed PRT and ministry advisors as well as public affairs specialists who are 
now embedded into the Iraqi and U.S. institutions to which they were assigned. Re- 
cruitment for additional advisors is ongoing. USDA is cooperating with other U.S. 
Government agencies to continue identifying appropriate assignments. 

The outcomes that have been achieved through these activities have been con- 
sistent with the purposes for which the funding was originally allocated. 

Question. How do you recruit people to take assignments in locations such as Iraq 
and Afghanistan, and how do you assure their security? 

Answer. The Foreign Agricultural Service coordinates the recruitment and selec- 
tion of USDA agricultural advisors, drawing upon the expertise of the Department’s 
agencies such as the Natural Resources Conservation Service, the Animal and Plant 
Health Inspection Service, and the Agricultural Marketing Service, as well as the 
Land Grant Universities and 1890 colleges. A panel from USDA interviews and se- 
lects candidates, matching their technical skills, as well as their anticipated ability 
to operate in an insecure area, to skills needed in the PRTs. Recommendations are 
sent to the Secretary for final approval. 

Prior to deployment, all advisors attend a two-week security training program. 
Once deployed, each advisor is embedded with the U.S. military to ensure personal 
security. 

Question. In Afghanistan, there had been hopes that poppy production could be 
replaced with food crops that could help sustain their people. Yet we hear that 
poppy production there is still their leading crop and that the World Food Program 
considers that country in serious need of humanitarian food assistance. 

Explain what has been done to try and move Afghan farmers away from poppy 
production and why does it not seem to be working? 

Answer. USDA’s role in support of the Administration’s efforts to promote alter- 
native livelihoods includes providing expertise to the Afghanistan Ministry of Agri- 
culture to strengthen programs in agricultural extension, animal health, plant pro- 
tection, and natural resources, and helps the Ministry extend its programs to all 
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provinces and districts of the country. USDA’s advisors on the PRTs work with their 
ministry counterparts to build capacity and develop programs at the local level. 

USDA helped to establish and continues to support the Afghan Conservation 
Corps which has employed thousands of Afghans in projects for reforestation, soil 
and water conservation, and conservation education. With local sales proceeds de- 
rived from the monetization of USDA food aid commodities, USDA has supported 
the renovation of agricultural and veterinary teaching facilities at Kabul University 
and the training of faculty. USDA also is working to build the capacity of five agri- 
cultural universities in Afghanistan, through faculty training, construction, and ren- 
ovation of laboratories and classrooms. 

Finally, because livestock is vitally important to the Afghan economy, USDA is 
training Afghan veterinarians in the recognition, diagnosis, and control of animal 
diseases. 


CCE AND INFORMATION TECHNOLOGY 

Question. Mr. Secretary, the budget for the Common Computing Environment is 
spread to the 3 agencies it serves this year — Rural Development, the Natural Re- 
sources Conservation Services, and Farm Service Agency. However, total funding for 
CCE decreases by nearly $30 million. 

It is not my understanding that information technology needs at USDA have de- 
creased — in fact, at the Farm Service Agency — the opposite is true. We have all 
heard about the problems and delays at the county offices — when the East Coast 
is working, the West Coast can’t work, and vice versa, or FSA risks overloading the 
system. This is clearly unacceptable, and although the Farm Bill is scheduled to be 
reauthorized this year, which will obviously increase FSA’s workload, funding in- 
creases in their budget for IT will only maintain the antiquated system in place 
now. It’s like trying to stop a dam from bursting with duct tape. 

Why is the budget for CCE decreasing this year, when needs are certainly not? 

Answer. Funding for the CCE has been comprised of Service Center Agency (FSA, 
NRCS, RD) information technology (IT) purchases through their own appropriations, 
in addition to funding provided through the CCE direct appropriation. This funding 
has been used to develop an infrastructure to support the business delivery func- 
tions of the Service Center Agency (SCA) field offices located across the country. The 
2008 budget requests that $78.5 million with an additional $12 million for CCE ac- 
tivities specific to FSA be included in the SCA salaries and expenses appropriations 
to meet the ongoing business delivery needs. This funding will support the contin- 
ued IT activities of the SCAs as they jointly maintain the CCE infrastructure. In 
addition, the SCAs will continue to work with the Information Technology Services 
(ITS) division of the Office of the Chief Information Officer in USDA. ITS is funded 
through reimbursable agreements with the SCAs and delivers staffing and services 
to the agencies in support of the CCE. In coordination with ITS, the agencies will 
be able to ensure that the necessary services and staffing are available to maintain 
the infrastructure and program delivery. 

Question. Does the USDA have a solid budget estimate of the cost to replace the 
current outdated FSA computer system? 

Answer. FSA is planning to implement a long-term modernization effort known 
as MIDAS to replace its obsolete equipment. At this time, FSA anticipates submit- 
ting a business case for this investment to the Office of Management and Budget 
during March 2007. Preliminary cost estimates indicate that this planned transition 
would require about $278 million over fiscal years 2007 through 2009. It would also 
have a total 10-year lifecycle cost of $463 million unadjusted for risk and an esti- 
mated cost of $617 million when adjusted for risk. 

In addition to this modernization effort, further costs must be incurred to stabilize 
the FSA IT system components at field offices in the short term. These additional 
costs are estimated to be about $150 million to bring the Kansas City web-based 
system up to at least moderate reliability; about $97 million to implement likely dis- 
aster assistance and Farm Bill legislation; and nearly $29 million to replace obsolete 
field office components. Thus, estimated total costs of nearly $553 million over fiscal 
years 2007 through 2010 will be required to bring the current system up reasonable 
operating capability and to transition to a modernized system. However, the actual 
modernization component as noted above is estimated to cost about $278 million. 

Question. Is this part of the Farm Bill proposals submitted? If not, where will this 
funding come from, since it is not in the President’s budget? 

Answer. Funding for modernization of FSA’s information technology systems is 
not included in the Administration’s Farm Bill proposal. USDA is working with the 
Office of Management and Budget to identify an appropriate funding source for this 
investment. 
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AGRICULTURAL RESEARCH 

Question. Federal support for agricultural research is one of the most important 
contributions we make to support productivity for our farmers, ranchers, and all 
parts of our rural economy. A very good case can be made that this type of research 
is not getting the full support it needs in terms of funding, but the results have been 
impressive. 

What, if anything, is broke about the current agricultural research programs? If 
there is a need to combine agencies like ARS and CSREES, isn’t that just a matter 
of coordination? Isn’t that the role of the Under Secretary now? 

Answer. While current agricultural research programs are functioning well, they 
can be strengthened. Currently, both ARS and CSREES support basic and applied 
research spanning the full spectrum of agriculture related issues including plant 
and animal systems, food and nutrition, and natural resources. 

Our proposal will greatly facilitate closer collaboration by establishing a single 
National Program Staff (NPS) to manage programs and resources across all areas 
of research, both intramural and extramural, as well as extension and education. 
This will help ensure that resources will be maximized and that the comparative 
strengths of our intramural and extramural system are better utilized to address 
critical problems facing agriculture. 

While the Under Secretary has a role in coordinating programs between the REE 
agencies, it is important that this coordination be institutionalized. This can best 
be accomplished by merging the agencies. 

Question. Can you please give us your view on how Federal support for agricul- 
tural research should be administered? For example, what is the role of the State/ 
Federal partnerships that have worked so well over the past? 

Answer. Continued Federal support for agricultural research is critical to the fu- 
ture of American agriculture. It is important to maintain both strong intramural 
and extramural research programs. Central to USDA’s extramural efforts is the 
State/Federal partnership with the Land Grant Universities and other cooperators. 
These efforts should be maintained and strengthened. 

Question. Do you think that USDA should have its own in-house research agency? 
As you know, there are proposals under consideration that would remove agricul- 
tural research from the jurisdiction of USDA and place it with an independent agen- 
cy. How do you feel about that? 

Answer. Agricultural research and education is a core mission of USDA and it is 
important to maintain a strong intramural research capacity. The Administration 
strongly supports keeping intramural research efforts within the jurisdiction of 
USDA and does not support moving these efforts into an independent agency. 

One of the Administration’s farm bill proposals would make significant changes 
to the Research, Education, and Economics mission area within USDA. Specifically, 
CSREES and ARS would be folded into one agency. The thrust of the argument for 
this change is that it will provide better coordination and allow for enhanced effi- 
ciency and effectiveness of program implementation and resource allocation. 

Question. How do you think we best meet the needs for long-term research that 
can be well served by long-term formula funds and competitive grants and the short 
term problem solving needs that can perhaps be best served by use of your special 
grant authorities? Do you think we need to maintain a balance to meet both these 
type of research needs? 

Answer. Our experience is that a mixed portfolio of formula funds and competitive 
grant programs allows us to address the needs of research for American agriculture. 
Our programs support the goals and objectives of USDA, and incorporate stake- 
holder input on a continuing basis. Formula funds ensure that each State has an 
immediate response capacity to address emerging issues and problems. When an 
issue arises, existing resources can be mobilized quickly to begin to deal with the 
problem. 

For those areas of longer-term concern, competitive programs are able to lay the 
scientific groundwork needed to address specific problems. Because these programs 
are designed at the Federal level, with stakeholder input, and take into account the 
needs of the entire nation, they apply available resources to America’s highest agri- 
cultural research priorities. In our experience, well developed and logically struc- 
tured competitive programs take no longer and can be as responsive to solving 
science based issues as legislatively mandated special research grants. 

NATIONAL VETERINARY MEDICAL SERVICES ACT 

Question. Please provide an update on the implementation of the National Veteri- 
nary Services Act. 
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Answer. We plan to publish a Final Rule delegating the National Veterinary Med- 
ical Services Act program to CSREES in the Federal Register on March 19, 2007. 
Although there are additional administrative steps that must be completed prior to 
the distribution of funds, a framework for the program has been developed by 
CSREES. The Department recognizes the importance of this Act to the veterinary 
community and those that they serve and is moving forward in the implementation 
of this program as quickly as possible. 

AVIAN FLU 

Question. Secretary Johanns, as you are aware, we provided in the Joint Resolu- 
tion we recently passed more than $47 million to annualize funding provided in an 
fiscal year 2006 supplemental bill for avian flu activities in APHIS. Further in- 
creases are included in the budget, although we understand that this may change 
some based on passage of the joint resolution. Although it may seem that there was 
certainly a few months where we didn’t hear about too many avian flu outbreaks, 
very recently there has been a new outbreak in Britain, and we are headed into the 
spring, when the birds will be migrating and we know their migratory patterns 
must be monitored closely. I know that you are aware of the importance of staying 
ahead of this situation — this is evidenced by your budget request. 

What is the total amount within APHIS that will be spent on avian flu activities 
this year? What will this money buy? 

Answer. APHIS is planning to spend $107.7 million ($30 million in 2006 supple- 
mental funding, $16.8 million carryover from Low Pathogenic Avian Influenza 
(LPAI), $47.2 million for highly pathogenic avian influenza (HPAI) appropriated 
funding and $13.7 million for LPAl appropriated funding) during fiscal year 2007. 
The use of these funds will increase surveillance in wildlife, domestic poultry, and 
game birds; increase and enhance existing preparedness; and provide capacity build- 
ing for highly pathogenic avian influenza (HPAI) in the international community. 
Additionally, APHIS is increasing its interdiction activities to reduce the threat of 
an HPAI introduction through smuggling. 

Question. Can we expect more outbreaks of avian flu as we enter Spring? 

Answer. The United States has not experienced any introductions of the Asian 
strain of highly pathogenic avian influenza. APHIS is confident that the current 
surveillance activities in wildlife, domestic poultry, as well as smuggling interdic- 
tions provide an ample early warning solution that will enable Federal, State, and 
local resources to rapidly respond to an incursion of the virus, and thereby limit its 
potential for spread. 


EMERGING PESTS 

Question. Secretary Johanns, I was pleased to see an increase of $20.5 million in 
the Emerging Plant Pests program for Emerald Ash Borer, bringing total funding 
to respond to this pest to more than $30 million. I was also pleased to see that a 
portion of this increase is going to support surveys in States where EAB is most 
likely to occur next, one of which is my home State of Wisconsin. USDA estimates, 
as you know, that if EAB is not contained and eradicated, it could cost State and 
local governments and landowners $7 billion over the next 25 years for tree removal 
and replacement. It has already devastated areas where it has shown up. 

Could you please speak to the efforts APHIS is undertaking to control and eradi- 
cate Emerald Ash Borer where it has been found? Also, please talk about the sur- 
veys the budget requests funding for in order to prevent the spread of EAB. What 
do you do if you find it in a new place? 

Answer. APHIS and USDA’s Forest Service have been cooperating with affected 
States since 2002 to address EAB. The program uses a management strategy with 
survey, regulatory, outreach, and control components designed to contain the gen- 
eral EAB infestation and find any isolated infestations and take appropriate action 
to contain or eradicate them. In December 2006, APHIS expanded its EAB quar- 
antine regulations to cover the entire States of Illinois, Indiana, and Ohio, more 
than tripling the existing regulated area to prevent additional spread of EAB. 

Regulatory activities include monitoring high-risk businesses and ensuring that 
they move regulated articles only under compliance agreement with the EAB pro- 
gram as well as working to identify pathways for the potential movement of regu- 
lated articles and conducting special operations such as weigh station blitzes. The 
regulatory program also includes a strong outreach component to ensure that busi- 
nesses and residents in quarantined areas are aware of the risk of moving items. 

Survey activities, including visual surveys and the use of detection trees, which 
are trees that have been stressed to release volatile chemicals attractive to the bee- 
tle, are used to detect the presence of EAB in new areas and delimit the extent of 
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known infestations. If the program detects EAB outside of the known infested areas, 
delimiting surveys are conducted to determine how old and how large the infesta- 
tion is and what action would be appropriate. The only available eradication method 
requires the removal of all ash trees within a half-mile radius of a young infesta- 
tion. Such activities take place only at small, truly isolated infestations. 

APHIS is also investing in methods development projects for EAB, including more 
accurate survey methods and control options. The fiscal year 2008 Budget also re- 
quests funds to expand survey efforts into States near currently infested areas, in- 
cluding Wisconsin, Minnesota, Iowa, Missouri, Kentucky, Tennessee, West Virginia, 
Virginia, Pennsylvania, and New York. These States have risk factors based on the 
movement of EAB host materials. 

Question. How does APHIS work to prevent things such as Emerald Ash Borers 
(EAB) and the Asian Longhorn Beetles from entering the United States? What im- 
provements need to be made at the borders to prevent these incredibly expensive 
pests from entering and causing these problems? 

Answer. The Agriculture Quarantine and Inspection program protects the United 
States from the risks associated with the introduction of invasive agricultural pests 
and diseases. APHIS and the Department of Homeland Security cooperate to carry 
out this program, and fund the programs through a combination of appropriations 
and user fees. The Pest Detection program supports APHIS’ goal of safeguarding 
U.S. agricultural and environmental resources by ensuring that new introductions 
of harmful plant pests and diseases are detected as soon as possible, before they 
cause significant damage. USDA is requesting a $15 million increase in the Pest De- 
tection program for fiscal year 2008. 

Exotic wood boring and bark beetles such as EAB and Asian longhorned beetle 
(ALB) likely entered the United States through infested solid wood packing mate- 
rials such as pallets, crates, and other materials used in international shipping. 
These materials are often reused and reshipped many times throughout the world. 
Many countries have recognized the need to deal with the pest risk. APHIS worked 
with its international counterparts to develop standards for safely moving solid 
wood packing materials and implemented regulations based on the developed stand- 
ards. While APHIS and affected States are still dealing with the effects of EAB and 
ALB and several other exotic forest pests already in the United States, we believe 
that the new regulation of wood packaging materials should help prevent future in- 
festations of this type. 


ERADICATION VERSUS MANAGEMENT 

Question. At what point do you make a determination that the eradication of a 
disease isn’t possible, such as in the case of citrus canker? What are the next steps 
once that determination has been made. 

Answer. Although each pest or disease situation must be analyzed separately, 
there are several factors we consider when determining whether or not eradication 
is feasible. Among these are: the availability of adequate funding and active partici- 
pation from Federal, State, and industry cooperators; weather and any other envi- 
ronmental constraints; the potential of the pest to do significant economic damage 
to agricultural or forest resources; the extent to which the pest or disease has 
spread; the availability of effective detection, diagnostic, and control technology; the 
availability of acceptable alternatives to eradication; public support for an eradi- 
cation program; the disease’s public health significance; and the vectors associated 
with a disease (e.g., mosquitoes, ticks, etc.). 

Federal officials take all of these and other factors into consideration as they de- 
termine whether the eradication of a pest or disease is possible. If one or more of 
these factors change considerably during the course of an eradication effort, the 
planned course of action will be reevaluated. Prior to making any major decisions 
about discontinuing an eradication effort, Federal officials will consult with their 
State and industry cooperators, then update policies and regulations as appropriate. 

INVASIVE SPECIES 

Question. Please provide a list of current plant and animal invasive species, 
ranked by their threat level. What is APHIS’ short and long-term plans to deal with 
these? 

Answer. The Administration has not ranked invasive species by threat level. 
Invasive species that APHIS addresses include, but are not limited to, the programs 
focused on cattle fever tick, Mediterranean fruit fly, emerald ash borer, potato cyst 
nematode, sudden oak death, citrus diseases, brucellosis, pseudorabies, and chronic 
wasting disease. APHIS addresses each of these threats as resources allow. 
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Over the long term, APHIS develops response plans for exotic pests and diseases 
that have the potential to cause significant economic or environmental damage and 
uses its safeguarding system, which involves prevention, detection, and manage- 
ment components, to protect U.S. agriculture. Under the Pest and Disease Exclusion 
mission area, APHIS works to prevent exotic pests such as cattle fever tick and 
Mediterranean fruit fly from entering the United States. These and other pests have 
direct pathways into the United States. APHIS takes action at U.S. borders or in 
other countries to mitigate the risks associated with them. 

Under the Monitoring and Surveillance mission area, APHIS conducts plant pest 
surveys, animal health surveillance, and other activities designed to detect exotic 
plant pests and foreign animal diseases if they are present so that we can deal with 
them quickly if needed. These programs target a changing list of high-risk plant 
pests depending on trade and travel pattern and outbreaks in other countries. These 
programs also conduct intensive monitoring and emergency preparedness efforts. 
APHIS analysts follow animal and plant health situations around the world and fre- 
quently adjust monitoring and surveillance efforts and pest and disease exclusion 
priorities to safeguard U.S. agriculture and natural resources from high-risk pests 
and diseases. 

APHIS also works to control or eradicate high priority invasive species through 
programs in the Pest and Disease Management area, including, but not limited to, 
emerald ash borer, potato cyst nematode, sudden oak death, several citrus diseases, 
brucellosis, pseudorabies, and chronic wasting disease. 

CHRONIC WASTING DISEASE/STATE MATCH 

Question. The budget request includes a decrease of over $6 million for activities 
related to chronic wasting disease. One of the justifications for this decrease is a 
match in which the Federal Government will pay for 60 percent of anticipated pro- 
gram needs, and the State will fund the rest. Similar proposals for State match are 
mentioned throughout the APHIS budget. 

Specifically for Chronic Wasting Disease, how will the requirements for the States 
change with this proposal? Will their funding level need to increase? 

Answer. The 2008 budget proposes a reduction of about $4 million. The program 
requirements for the chronic wasting disease (CWD) herd certification program 
(HCP) will not change with the funding reduction. At the requested funding level, 
USDA anticipates the States and cooperators would contribute additional resources 
to support the efforts at current levels. 

Question. More broadly, what amount does APHIS anticipate saving by requiring 
increased State matches for APHIS activities? Is there currently a mandated match 
level for States, or is this an entirely new proposal? If a State can’t or does not pro- 
vide the requested match amount, what will APHIS do then? 

Answer. The following table is provided for the record. 

[The information follows:] 


Line Item 


Savings 


Chronic Wasting Disease 

Emerging Plant Pests — Citrus Health Response Program (Florida) 

Emerging Plant Pests — Asian Longhorned Beetle (NJ & NY) 

Emerging Plant Pests — Glassy-Winged Sharp Shooter (California) 

Johne's Disease 

Noxious Weeds 


$ 4,400 

2,300 

1,691 

1,001 

5,005 

300 


Total 


14,697 


There is currently no mandated match level for States, nor is USDA proposing 
a mandated level. It is our goal to leverage increased participation from the States 
to maximize the benefits received from Federal dollars. 

If a State is unable to contribute the estimated amount for a particular program, 
USDA will evaluate the overall impact to program efforts and adjust future funding 
requests accordingly. 

johne’s disease 

Question. Mr. Secretary, the APHIS budget for Johne’s disease includes a decrease 
of nearly $10 million approximately 75 percent. One of the reasons for this justifica- 
tion is the supposition that States, universities, and producers, would be responsible 
for testing, herd clean-up, risk assessments and disease management, as well as the 
continuation of the national Johne’s demonstration herd project. 



91 


Was there any input gathered from those whose responsibilities will be increased 
before this proposal was put forth? Are these activities that the States, etc. are cur- 
rently undertaking, or would have to pick up? 

Answer. USDA has consulted with our partners in the Voluntary Bovine Johne’s 
Disease Control Program (VBJDCP), and they are aware of our request. From its 
inception, the VBJDCP has been a cooperative effort among APHIS, State depart- 
ments of agriculture, and industry. States have been the main driving force of the 
VBJDCP. A large part of the Johne’s disease funds not requested in the President’s 
Budget has been used by the States to pay for producer testing and risk assessment 
fees. With a reduction in Federal funding, these costs will need to be covered by 
producers who benefit from this program. In addition, State and University partners 
would assume responsibility for continuation of the Johne’s disease demonstration 
herd projects implemented in each region. These projects focus on new and current 
testing schemes and control methods to determine the most effective cost manage- 
ment practice options. 

APHIS will continue to provide oversight to the VBJDCP and support analysis of 
the national demonstration projects, along with continuing laboratory approval and 
licensing diagnostic tests and vaccines for commercial use. 

NATIONAL ANIMAL IDENTIFICATION SYSTEM 

Question. What is the status of the development of a National Animal Identifica- 
tion System? 

Answer. The National Animal Identification System is composed of three compo- 
nents: premises registration, animal identification, and animal tracing. Premises 
registration is the foundation of the program. As of March 12, 2007, all 50 States, 
60 Tribes, and 2 U.S. Territories are capable of registering premises according to 
USDA standards, and approximately 378,000 locations have been registered. 

Significant progress has also been made on the second component of NAIS, animal 
identification. As of March 12, 2007, approximately 1 million Animal Identification 
Number devices have been distributed. 

The third component of the NAIS, animal tracing, is currently under development 
with the help of USDA’s industry and State partners. Industry, through private sys- 
tems, and States will manage the animal tracing databases that maintain the move- 
ment records of animals. Full deployment of the Animal Trace Processing System 
is planned for the near future. 

Question. If such an animal identification system is made voluntary, what effect 
does APHIS anticipate that will have on participation? What efforts will be made 
to encourage participation? 

Answer. Participation in the NAIS is voluntary. The USDA remains committed 
to building upon our strong partnership with the States and industry to meet pro- 
ducers’ needs and establish a versatile system that makes sense for everyone. 

Moving forward with this voluntary approach has allowed producers the oppor- 
tunity to test the program and recommend the most practical solutions for a more 
effective system. In this sense, producers themselves are playing an active role in 
helping to shape the NAIS program so that it works well for their particular needs. 
Additionally, a voluntary NAIS allows for the best price competition between service 
providers (identification device manufacturers, database providers, etc.) and leaves 
room for market applications (such as age/source/process verification) to help drive 
the system. 

To encourage participation, USDA has provided funding to facilitate development 
and implementation of an efficient system, and flexibility to adapt to producers’ op- 
erations and needs. On February 2, 2007, USDA published a request for proposals 
from nonprofit organizations that wish to enter into cooperative agreements with 
USDA to advance premises registration. USDA will make up to $6 million available, 
subject to the availability of funding, for the cooperative agreements. These coopera- 
tive agreements will support the efforts of such organizations to promote the NAIS 
and, specifically, increase participation in premises registration — the foundation of 
the program. 

SMALL FARM/ORGANICS/AMS SEED MISLABELING 

Question. We continue to hear reports that the number of farmers in the United 
States is getting smaller and the farms are getting larger. Still, we have a responsi- 
bility to promote programs and policies to help small and beginning farmers be pro- 
ductive and able to maintain a reasonable life style. After all, these small inde- 
pendent farmers are truly small business entrepreneurs who need the government 
to be their friend, not their obstacle. I fear that in too many cases, government is 
their obstacle. 
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Last year I asked you a question about how USDA can help these small farmers. 

What have you done since then to improve their opportunities? 

Answer. Through a number of different programs, USDA helps operators of small 
and medium-size farms. For example, the Farm Service Agency (FSA) provides a va- 
riety of farm loan programs, including traditional operating loans, beginning farmer 
and youth programs. The Agricultural Marketing Service (AMS) helps small pro- 
ducers obtain greater access to marketing channels and engage in more profitable 
farm marketing activities through research, alternative market development, and 
grant programs. Additional information will be provided for the record. 

[The information follows:] 

FSA offers direct and guaranteed farm ownership and operating loans to family- 
size farmers and ranchers who cannot obtain commercial credit from a bank, Farm 
Credit System institution, or other lender. Borrowers include beginning farmers who 
do not qualify for conventional loans because they have insufficient financial re- 
sources, as well as established farmers who have suffered financial setbacks from 
natural disasters, or whose resources are too limited to maintain profitable farming 
operations. FSA loans can be used to purchase land, livestock, equipment, feed, 
seed, and supplies; they can also be used for building construction and improve- 
ments. FSA guaranteed loans provide conventional agricultural lenders with up to 
a 95 percent guarantee of the principal loan amount. The lender is responsible for 
servicing a borrower’s account, including the collection of payments, for the life of 
the loan. All loans must meet certain qualifying criteria to be eligible for guaran- 
tees. Farmers interested in these loans must apply to a conventional lender, which 
then arranges for the FSA guarantee. 

AMS conducts or supports applied research to help small and medium-sized farm 
producers and processors make better informed business decisions in the face of 
changing marketing conditions and practices; maintains a centralized information 
clearinghouse of agricultural marketing research materials and resources on the 
agency’s website and disseminates research results, technical assistance, and data 
via internet, publications, conference presentations, and outreach efforts; admin- 
isters the Farmers Market Promotion and Federal-State Marketing Improvement 
grant programs; and collaborates with other agencies that support small farm mar- 
keting, including State departments of agriculture, land-grant universities, Tribal 
governments, trade associations, non-profit organizations and private foundations. 

During fiscal year 2006 and early 2007 AMS supported four national and four re- 
gional farmers market and direct marketing workshops, and AMS personnel pre- 
sented or trained at nineteen conferences and meetings that support small farms, 
farmers markets, and agricultural community outreach to improve food marketing 
practices among small-scale and socially disadvantaged farmers, and expand aware- 
ness of available marketing services and resources. Further, AMS created a regu- 
larly updated Farmers Market Resource Guide in March 2006 that provides a one- 
stop information source about available financial and technical assistance for farm- 
ers market and direct farm marketing activities. 

AMS also provides specific funding assistance. AMS awarded $1 million through 
20 Farmers Market Promotion Program (FMPP) grants for 2006. Agricultural co- 
operatives; local and Tribal governments; non-profit, public benefit and economic de- 
velopment corporations; and regional farmers’ market authorities are eligible for 
FMPP grants. The Federal-State Marketing Improvement Program (FSMIP) funded 
27 competitive matching grants worth $1,334 million to State Departments of Agri- 
culture and other appropriate State agencies to assist in exploring new market op- 
portunities for U.S. food and agricultural products and to encourage research and 
innovation aimed at improving the efficiency and performance of the U.S. marketing 
system. The majority of FSMIP projects are geared toward small to medium sized 
producers. In addition, the Specialty Crop Block Grant Program makes funds avail- 
able to State departments of agriculture to enhance the competitiveness of specialty 
crops. It has made $6.58 million available to 50 States (and to Puerto Rico and the 
District of Columbia). 

Question. When we see problems like the mis-labeling of GM grain that gets into 
the market place, that sends a very troubling message to our trade partners and 
can create problems that small operators can’t absorb. 

We have heard several reports of genetically modified material getting into crops 
intended for commercial sales, the most well-known being rice. What has the eco- 
nomic effect been of instances such as this? 

Answer. The economic effect can be reductions in seed available for planting and 
potential trade restrictions. For example, two popular long grain rice varieties can 
no longer be planted for commercial production due to the presence of genetically 
modified material. The value of certified seed of these varieties produced in 2006 
for planting in 2007 is estimated to be $39 million. 
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Question. What programs does USDA have in place to make sure those sort of 
labeling problems don’t happen? 

Answer. The Agricultural Marketing Service administers the interstate labeling 
provisions of the Federal Seed Act, a truth-in-labeling law that regulates the inter- 
state shipment of agricultural and vegetable seeds. Enforcement of the Act by AMS 
helps ensure that seed purchased by small independent farmers is of high quality 
and truthfully labeled. However, the Act does not regulate biotechnology traits or 
biotechnologically derived seeds. Instead, the Act considers biotechnology derived 
seeds found in traditional varieties as “other” crop seeds and they have to be labeled 
as such. If the biotechnology derived seeds exceed 5 percent, they have to be listed 
as a separate component on the seed label. 

Question. As you know, the organics label is a very important label, what are you 
doing to protect the integrity of that label? 

Answer. USDA’s National Organic Program (NOP) is responsible for admin- 
istering the organic regulations and ensuring that all requirements are met to pro- 
tect the integrity of the organic label. The 2008 budget includes an increase of about 
$1 million above the 2007 level of $2 million to ensure that the NOP can meet the 
needs of the rapidly growing organic industry. The increase will support, among 
other efforts, development of standards requested by the industry and regulatory en- 
forcement to maintain labeling credibility. To ensure compliance with the regula- 
tions, the NOP directly oversees its accredited certifying agents to monitor organic 
producers and processors, conducts retail surveillance, conducts investigations, 
takes action on complaints, and imposes penalties where appropriate. 

GENETICALLY MODIFIED MATERIALS IN COMMERCIAL CROPS 

Question. How is AMS, and USDA overall, working to prevent the introduction 
of genetically modified materials into crops intended for commercial sales? 

Answer. The Animal and Plant Health Inspection Service (APHIS) is involved in 
regulation of the biotechnology industry. Various measures are used in authorized 
field tests to ensure that genetically engineered organisms are confined to the test 
site. The measures include isolation distances to mitigate cross pollination with 
other crops and weedy relatives, cleaning of farm equipment to mitigate the inad- 
vertent spread of seed, timely disposition of the field test, and post-harvest moni- 
toring for volunteers. To ensure compliance, inspections of the test site, facilities, 
and records are conducted. Once a crop is deregulated, that crop is considered no 
different than conventional crops and may be planted without restrictions from 
APHIS. 

For organic products, regulations of AMS’ National Organic Program prohibit the 
use of genetically modified organisms in organic production. Accredited certifying 
agents review organic production and handling plans before certified organic produc- 
tion begins to ensure that no genetically modified organisms are used in production 
and that handling procedures protect organic products from contact with genetically 
engineered materials. Penalties are in place for intentional disregard of the regula- 
tions. 


COUNTRY OF ORIGIN LABELING (COOL) 

Question. Please provide an update on plans to implement COOL. 

Answer. AMS has entered into cooperative agreements with 14 States for the pur- 
pose of conducting audits of retail establishments to enforce the COOL regulations 
for fish and shellfish. Audits in States without cooperative agreements were con- 
ducted by USDA personnel. In fiscal year 2006 1,159 retail stores were audited; the 
number of audits in fiscal year 2007 will increase slightly. 

For the remaining covered commodities, AMS will issue proposed regulations for 
public comment and issue final regulatory actions to implement COOL by the statu- 
torily established effective date. 

Question. If language was enacted that would move the current implementation 
date for COOL forward to sometime during fiscal year 2008, please explain what 
steps would be required to implement it on an accelerated schedule. What funds 
would be required to implement COOL during fiscal year 2008? 

Answer. To implement COOL for the remaining covered commodities on an accel- 
erated schedule, it could be necessary for AMS to issue final regulatory actions with- 
out the benefit of a public comment process. 

Given the current implementation date, AMS will not need additional funding in 
fiscal year 2008. To include the additional commodities, the program needs to de- 
velop the necessary regulations. Once regulations are established, the program must 
expand retail and supplier enforcement through adequate Federal staffing and by 
establishing additional cooperative agreements with State agencies and U.S. terri- 
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tories to conduct retail surveillance audits. The program would focus on training 
and educating Federal and State employees on their enforcement responsibilities; 
overseeing the uniform application of the requirements from the Federal level; con- 
ducting educational and outreach activities with interested parties; conducting rou- 
tine surveillance and product trace-back audits throughout the supply chain to en- 
sure proper labeling and enforcement; responding to formal complaints; and initi- 
ating enforcement actions against violators. Since expanding the current program 
to all commodities in the statute will constitute an increase in program activity, im- 
plementation will require an increase in funding. 

RISK MANAGEMENT AGENCY 

Question. Is RMA developing any new products to serve regions of the country 
that currently have few, if any, options for risk management? If so, please explain 
them. 

Answer. The Risk Management Agency (RMA) has undertaken an evaluation of 
its product portfolio to identify gaps in availability, particularly with respect to un- 
derserved crops and/or regions. This evaluation found that, with few exceptions, 
crop insurance coverage is generally available for the most economically significant 
crops in the underserved regions. This result is consistent with the conclusions of 
a recent independent evaluation of RMA’s product portfolio. This suggests that RMA 
should place greater emphasis on improving currently available products to provide 
more effective risk management protection, and target efforts on the development 
of new products towards filling the few remaining gaps. RMA is currently con- 
ducting comprehensive evaluations of several crop programs to identify areas for im- 
provement, particularly among underserved regions. 

In addition, RMA has implemented several new products, most notably Adjusted 
Gross Revenue (AGR), Adjusted Gross Revenue-Lite (AGR-Lite), and two Pasture, 
Rangeland and Forage (PRF) pilot programs. The AGR, AGR-Lite and PRF pro- 
grams are particularly oriented to producers for whom traditional crop insurance 
products were either impractical, or did not provide effective risk management pro- 
tection. In addition, over twenty pilot programs are currently active that pertain to 
specialty crops, including pilot programs for processing chili peppers, Hawaii Trop- 
ical Fruit, and Florida Fruit Trees. RMA also has ongoing development efforts for 
a revenue insurance product for certain specialty crops, as well as an umbrella 
weather-peril product that could provide effective coverage for certain crops with 
relatively limited market value. Additional risk management tools are developed 
through partnership agreements that impact underserved producers. These partner- 
ship agreements deal with a wide range of topics including the development and un- 
derstanding of markets, pest and disease control, and water management. 

The Crop Insurance Board also accepts private sector submissions that allows per- 
sons to develop and submit for approval their own products targeted to specific risk 
management needs. 


GLOBAL WARMING 

Question. USDA conservation programs provide a model for natural resources pro- 
tection on a vast scale. Today, there is much discussion about the issue of global 
climate change. 

Please describe any current agricultural activities that may contribute to global 
climate change. 

Answer. Through a portfolio of beneficial conservation programs and energy con- 
servation practices Producers have opportunities to save money and time while re- 
ducing greenhouse gas emissions. There are several agricultural and forestry pro- 
duction systems that can be implemented to reduce GHG emissions and increase 
carbon storage, called sequestration, in soils and vegetation. Many conservation 
practices used by agricultural producers can mitigate negative effects attributed to 
climate change. One example of a specific practice is Conservation tillage. Residues 
and tillage can be managed to build organic matter and to sequester carbon while 
also reducing energy requirements and soil erosion. Another example is Comprehen- 
sive Nutrient Management systems. These systems can capture methane for energy 
production while also reducing negative water quality impacts. 

Question. Please describe any changes in agricultural production or conservation 
practices that might better mitigate against the threat of global climate change. For 
example, what are the benefits of carbon sequestration as a means to reduce green- 
house gasses or other potential contributors to global warming? 

Answer. USDA is providing incentives and supporting voluntary actions by pri- 
vate landowners in targeting efficiency improvements through the USDA/Depart- 
ment of Energy (DOEVEnvironmental Protection Agency (EPA) AgSTAR, as well as 
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many other programs. USDA has instituted new standards and is targeting specific 
incentives that encourage carbon sequestration and greenhouse gas (GHG) emission 
reduction efforts. USDA also is sponsoring improved monitoring and reporting 
guidelines for voluntary initiatives. USDA agencies and their partners are devel- 
oping tools to estimate the amount of carbon stored and GHG emissions reduced at 
the field and producer level. Such tools will make it easier for producers to estimate 
carbon storage and GHG emissions reductions. 

The Agricultural Research Service conducts global climate change research under 
the Global Change National Program. This research focuses on four aspects of global 
change: Carbon Cycle and Carbon Storage; Trace Gases; Agricultural Ecosystem Im- 
pacts; and Changes in Weather and the Water Cycle at Farm, Ranch, and Regional 
Scales. These factors may significantly affect agricultural productivity and are not 
addressed specifically by other ARS National Programs. Recently, in response to 
concerns about global climate change, a strong interest has developed in deter- 
mining how agricultural activities and practices can be used to store carbon, par- 
ticularly in soil. A Federal multi-agency research initiative on the carbon cycle, the 
U.S. Global Change Research Program Carbon Cycle Initiative, is under develop- 
ment to address carbon cycle science. 

VALUE-ADDED GRANTS 

Question. Funding has been provided for Value-Added Agricultural Product Mar- 
ket Development Grants since the Agricultural Risk Protection Act of 2000. Ample 
time has elapsed to evaluate the effectiveness of this program. 

Please describe the types of products that have been funded. 

Answer. A wide variety of projects are funded, including value added products 
made from meat, dairy products, grains, fruits and vegetables, oilseeds, and renew- 
able energy sources. Grant funds totaling $150,000 were used as working capital for 
the start up phase of a new tilapia production facility where the fish will be raised 
and processed into fillets. Other types of products include wine, compost made from 
diary waste, wind energy, soy-flour, identity-preserved yogurt, dehydrated apple 
slices, and branded cuts of beef. 

Question. Are these products becoming marketable and sustainable? 

Answer. Information about the long-term sustainability became available early 
this year from a study that the University of Missouri has done. The study indicates 
that approximately 60 percent of the projects funded resulted in a marketable prod- 
uct. 

Question. What are the outcome measures that are being used to determine the 
success of this program? 

Answer. Several measures evaluating the program are in place, including the 
number of jobs created, the increase in producer revenue due to the project, the in- 
crease in customer base due to the project, and the sustainability of the business 
receiving the grant. 

Question. How many grants and how much funding has been provided to energy- 
related projects? 

Answer. Since 2001, 155 grants have been made for energy-related projects, total- 
ing $25.2 million. 

Question. How successful are these energy-related projects and how do you define 
success? 

Answer. We define the success of energy-related projects in the same way as for 
other project types — we consider any project that resulted in a marketable product 
to be successful. We estimate that approximately 48 percent of energy related 
projects resulted in a marketable product. This compares to 60 percent success in 
projects over all for the value added program. 

SINGLE FAMILY HOUSING LOAN PROGRAMS 

Question. Mr. Secretary, the Budget terminates the direct single family housing 
loan program that has served very low and low income rural households well for 
over 40 years. The 2000 Census reveals that 7.8 million of the non-metropolitan 
population is poor, 5.5 million face housing cost overburden, and 1.6 million non- 
metro housing units are either moderately or severely substandard. 

While the direct loan program is terminated, funding for the guaranteed loan pro- 
gram is given a concomitant increase. However, this increase comes with a 50 per- 
cent rise in the fee to participate. Average incomes of households in the guaranteed 
program are about twice as high as in the direct program, and this fee increase will 
force those incomes higher. 

The Administration proposes to submit legislation for subsidized guaranteed op- 
tions, but no language has been provided and no funding is requested in 2008. 
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Given the large income differential between direct and guaranteed program par- 
ticipants, how will very low income households gain assistance for homeownership 
loans? 

Answer. We anticipate that many very-low income families will be able to partici- 
pate in our guaranteed homeownership program. Currently about 30 percent of 
those families who have received guaranteed loans have very low and low incomes. 

Question. When does the Administration expect to send up legislation on sub- 
sidized guarantees? 

Answer. We anticipate the legislative package will be delivered soon. 

Question. The current direct program can provide mortgage interest rates as low 
as 1 percent for very low income households. How deeply subsidized do you expect 
the proposed guaranteed program to be? 

Answer. We are currently developing options to assist very low and lower income 
families through the subsidized guaranteed program. Our goal is to help more lower 
income families to achieve homeownership through a guaranteed loan originated 
and serviced by private sector lenders. Currently interest rate reduction provisions 
have not been developed. 

Question. Do you expect the guarantee fee increase to result in a deterioration in 
the credit quality of the guaranteed portfolio? 

Answer. No, all applicants will be required to meet current credit quality stand- 
ards. The proposed fee increase, which can be financed as part of the loan, will only 
increase the average customer’s loan payment by about $7 per month. 

Question. How much do you expect the average income of guaranteed program 
participants to rise as a result of raising the fee? 

Answer. We do not expect to see an increase in the income of our guarantee pro- 
gram participants. 


OFFICE CONSOLIDATIONS 

Question. Mr. Secretary, delivering a direct single family housing program is 
clearly much more labor intensive than a guaranteed program. In conjunction with 
refocusing housing lending from direct to guaranteed loans, Rural Development is 
proposing to reduce staff somewhat and consolidate its field office structure. 

What is the proposed magnitude of staff reductions, and extent of field office con- 
solidations? 

Answer. Any office consolidations that may occur will be done so as recommended 
by each Rural Development State Director in order to accommodate a reduction of 
management levels in each State while recognizing population shifts, the need to 
improve delivery systems in order to deliver all programs in all locations and to ac- 
commodate enhancements in technology enabling us to do business in new ways. 

Since the State plans are currently being reviewed, we do not know the number 
of offices to be closed or that will operate on a part-time basis. RD will keep the 
Committee informed of its plans. It is RD’s intent that the realignment be completed 
by March, 2008. 

Rural Development operated with 6,475 FTE’s in fiscal year 2006, and expects to 
operate with 6,300 FTE’s in fiscal year 2007. Rural Development is not proposing 
a Reduction-in-Force and all employees will be offered a position at their current 
grade and pay level. We are also seeking Voluntary Early Retirement Authority 
which could be of interest to those employees who are several years short of being 
eligible for regular retirement. 

COMMUNITY FACILITIES GRANTS 

Question. Rural Development’s Community Facilities program includes direct 
loans, guaranteed loans, and grants to support essential community facilities in 
poor, remote rural communities. Through this program communities can finance 
rural hospitals, health clinics, day care centers, libraries, town halls, fire trucks and 
other first responder vehicles and equipment, and a myriad of other essential com- 
munity facilities. This has been one of the most successful programs in Rural Devel- 
opment’s portfolio. 

Budget authority may be transferred among the loan and grant programs. How- 
ever, this Budget appears to eliminate the grant program, leaving only direct and 
guaranteed loans to meet needs of small rural communities. 

What is the back-log of applications and pre-applications for loans and grants? 

Answer. As of March 13, 2007, there were 667 applications and pre-applications 
totaling $955,581,290 for the Community Facilities direct loan program, 48 applica- 
tions and pre-applications totaling $176,316,844 for the guaranteed loan program, 
and 757 applications and pre-applications totaling $62,511,425 for the grant pro- 
gram. 
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Question. Will the aggregate requested program level be adequate for the fiscal 
year 2008 demand? 

Answer. The aggregated requested program level will be adequate to meet our 
highest priorities in fiscal year 2008. 

Question. How will small, low income communities, who in the past relied on 
grant assistance, finance the community infrastructure they need? 

Answer. There are a number of Federal community development programs and 
State and local economic development agencies designed to serve low-income and 
rural communities. A recent GAO report highlighted 73 Federal agencies which 
serve the purpose of economic development, with several of these specifically sup- 
porting the construction of facilities in low-income rural communities. 

Question. Has Rural Development estimated the impacts of this proposal on com- 
munities by size, region and income level? What are the results of that study? 

Answer. No, RD has not estimated the impacts by size, region and income level. 
However, as there are other Federal agencies providing grant funding for low-in- 
come rural communities, the impacts of the proposal will be ameliorated. 

MUTUAL AND SELF-HELP HOUSING 

Question. The Self Help Housing Program has been hugely successful in assisting 
very low income households become successful homeowners. With technical assist- 
ance provided by grantees, program participants jointly contribute sweat equity as 
they construct their new homes. Long term financing has been provided by the Sec. 
502 direct program. However, this Budget terminates the direct program, termi- 
nates the Sec. 523 Self-Help Land Development loan program, and reduces Self- 
Help grants by 72 percent. 

In the face of the success and long term support for the Self-Help program, why 
is the Administration taking this action at this time? 

Answer. Increasing cost in other Rural Housing Programs and fiscal year 2008 
budget constraints require program reductions. Rural residents participating in the 
Self Help Housing program are encouraged to seek financing using the Section 502 
guaranteed program or obtain financing from the private sector. 

Question. What are the private sector funding sources that will replace this pro- 
gram, and provide homeownership opportunities for these very low income house- 
holds? 

Answer. Most Self-Help Housing grantees have been successful in securing other 
financial assistance to operate their programs. We anticipate that grantees can seek 
further funds from outside sources and use the Habitat for Humanity model which 
does not rely upon Federal financing. 

RURAL RENTAL HOUSING 

Question. Mr. Secretary, this Budget again proposes to terminate direct rural 
rental housing loans (Sec. 515), to rely solely on the Sec. 538 guaranteed loan pro- 
gram for affordable rural rental housing construction. The direct program provides 
subsidized mortgage loans and allows the opportunity for rental assistance for very 
low income tenants. Subsidized financing, coupled with rental assistance that caps 
certain tenants’ rent payments at 30 percent of income, allows the program to serve 
tenants with mean incomes under $10,000. 

The bulk of Sec. 515 tenants are very low income, with a majority female headed 
households, elderly and/or handicapped. Without the Sec. 515 program, what will 
be the source of new affordable rental housing for these, most vulnerable, rural resi- 
dents? 

Answer. Section 538 guaranteed multi family rural rental housing program has 
experienced great success and will be the primary source of multi family units with- 
out Section 515 funding. 

Question. Rental assistance is not available in Sec. 538 projects. Without rental 
assistance, how can the Sec. 538 program reach the very low income rural popu- 
lation now being served? 

Answer. The section 538 program reaches very low income rural population in two 
ways. Leveraged tax credit financing is present in nearly 80 percent of section 538 
projects. Nearly 7,000 units currently enjoy tax credits. Additionally, savings in- 
curred from interest credit subsidies are passed on to the tenants through lower re- 
quired rent payments. 

Question. Are there areas of the country where the Sec. 515 program, even with- 
out new rental assistance, could reach very low income households that would not 
be served through the Sec. 538 program? 

Answer. The section 538 program can provide rents that are comparable to the 
rents created by the section 515 program without rental assistance. This is because 
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the section 538 is eligible to be combined with 9 percent tax credits, as well as other 
affordable funding sources. The 538 program also offers an interest credit which 
buys down the interest rate of up to $1.5 million of the lender’s loan to the Applica- 
ble Federal Rate for the entire term of the loan and loan amortizations of up to 40 
years. These factors all aid in the creation of units with affordable rents. 

MULTI-FAMILY HOUSING REVITALIZATION 

Question. Mr. Secretary, Rural Development has a direct loan portfolio reflecting 
over 17,000 properties, containing over 460,000 affordable rental units. Many of 
these properties are in excess of 20 years old, in need of substantial repair and reha- 
bilitation. A recent study indicated that the portfolio could be segmented into three 
components: 10 percent are in growing markets in which it is economically feasible 
for owners to prepay, leave the program, and raise rents; 10 percent are in declining 
markets where the costs of maintaining the properties exceed the foreseeable bene- 
fits and need; and the 80 percent balance of the portfolio that is appropriate for re- 
vitalization and retention in the affordable housing program. Last year the Adminis- 
tration proposed revitalization legislation, including restructuring tools such as in- 
terest rate reductions, loan deferrals, reamortizations, subordination, debt forgive- 
ness, etc. Funds were provided in fiscal year 2006 for a demonstration revitalization 
program for rural rental housing properties. 

Please provide a summary of actions taken under the fiscal year 2006 revitaliza- 
tion demonstration program. 

Answer. Last year we were able to approve and obligate funding to revitalize 78 
properties with over 2,300 apartment units in 16 States, using $8.9 million in budg- 
et authority provided to the demonstration program. 

Question. How much of the funds were utilized and in what manner? 

Answer. We were able to obligate the following program level amounts: $48 mil- 
lion in debt deferral, $4.5 million in soft “bullet” (any loan that requires a generous 
repayment term usually at the end of the life of the loan and it is anticipated that 
the loan will be refinanced) loans, $.28 million in zero percent loans and $.21 million 
in grants. 

Question. What is the status of a demonstration for fiscal year 2007? 

Answer. With a similar level of budget authority this year, we anticipate that the 
funding NOFA will be released during the month of April. Our key demonstration 
goals this year are to fund revitalization transactions in every State, fund an in- 
creased number of portfolio level transactions and increase the use of leveraged 
funds. 

Question. What is the status of the Administration’s revitalization legislation pro- 
posal? 

Answer. Our legislative proposal is currently in the final stages of review. We ex- 
pect to transmit it to Congress shortly. 

Question. What were the lessons learned under the fiscal year 2006 demonstration 
and have you revised the legislative proposal accordingly? 

Answer. We found last year that by using debt deferral and carefully under- 
writing revitalization transactions, we were able to approve transactions with very 
limited rent increases. We also found last year that applications were received from 
approximately 4,100 properties or a quarter of the Section 515 properties in our 
portfolio. The large number of applicants reflects the clear need to have new cost 
effective revitalization tools to help preserve this valuable portfolio. 

MULTI-FAMILY HOUSING VOUCHERS 

Question. In the face of loan prepayment demands by multi-family housing prop- 
erty owners, raising the specter of increased rents for very low income rural tenants, 
$16 million was provided in fiscal year 2006 for rental housing vouchers. 

How many properties, containing how many units, prepaid in fiscal year 2006? 

Answer. In fiscal year 2006, owners of 151 properties containing 2,330 units went 
through the Rural Development prepayment process. In addition, 58 properties con- 
taining about 1,000 units completed the foreclosure process. This was a total of 209 
properties containing 3,330 units. 

Question. How many properties and units do you expect to prepay in fiscal year 
2007 and in fiscal year 2008? 

Answer. We are currently forecasting a total of 225 properties containing about 
3,600 units to prepay or complete foreclosure proceedings in fiscal year 2007. We 
are currently forecasting a total of 275 properties containing about 4,400 units to 
prepay or complete foreclosure proceedings in fiscal year 2008. 

Question. How many vouchers, using how much of the funds, were obligated in 
fiscal year 2006? 
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Answer. In fiscal year 2006, we offered vouchers to all tenants in properties where 
the mortgage was prepaid after September 30, 2005. The first voucher was issued 
in April, 2006. Three hundred and eight one-year vouchers were obligated for a total 
of $601,000 which represents 12 months of payment. 

Question. What are your forecasts for voucher utilization in fiscal year 2007 and 
fiscal year 2008? 

Answer. In the first 6 months of fiscal year 2007, approximately 600 vouchers 
were obligated for a total of $1.5 million. We are estimating to obligate a total of 
1,800 vouchers this fiscal year and we estimate obligating about 2,200 vouchers in 
fiscal year 2008. Our experience, somewhat limited at this point, is that about half 
of a property’s tenants accept the offer of a voucher, and of those about half utilize 
the voucher. The majority of the tenants utilize the voucher in the property where 
they were living at the time of prepayment or foreclosure, although the voucher can 
be used in any property where the owner will accept it. 

RURAL BUSINESS DEVELOPMENT GRANTS 

Question. Mr. Secretary, this Budget, again, terminates successful grant programs 
that promote economic development and job creation in rural America. Rural Busi- 
ness Enterprise Grants (RBE&) facilitate development of small and emerging busi- 
ness enterprises, while Rural Business Opportunity Grants (RBOG) provide tech- 
nical assistance for business development planning. Current funding levels would 
create or save about 24,500 jobs, through 560 recipients, in rural areas desperately 
needing development assistance. 

On a cost per job basis, these grant programs are probably the most effective in 
the Rural Development portfolio. Why is the Administration proposing to terminate 
such successful programs? 

Answer. Funding can be provided by other business loan and grant programs 
within the Federal Government and rural development. 

Question. This proposal was soundly rejected last year. What has changed in the 
rural economy to make this proposal now more palatable? 

Answer. Limited discretionary funding, higher priorities, and the need to support 
other Departmental priorities all played into the Administration’s proposal. Rural 
Development intends to focus its resources on programs with higher potential for 
encouraging private-sector investments, and that would reach a broader range of 
rural communities. 

FINANCING NEW ELECTRIC GENERATION FACILITIES 

Question. Mr. Secretary, we understand that there are about 66 electric Genera- 
tion and Transmission (G&T) cooperatives and 864 distributional cooperatives, 
many of which rely on the Rural Utilities Service (RUS) electric loan program for 
financing. These cooperatives serve about 13 percent of U.S. electric customers, pro- 
vide 11 percent of electric sales, and own about 4 percent of total U.S. operational 
capacity. 

Cooperatives are entering a new wave of power plant investment to increase ca- 
pacity and replace aging infrastructure that dates from the mid-1970’s to mid 
1980’s. Planning for new construction takes several years, followed by construction 
periods that can span 5 years or longer. Cooperatives depend on the Federal Gov- 
ernment for adequate, low cost financing to accommodate the Nation’s growing en- 
ergy needs. Financing is principally provided by Federal Financing Bank (FFB) 
loans guaranteed by RUS, which is offered at Treasury interest rates plus Vs per- 
cent. 

We are concerned that this Budget will not meet capital needs of rural electric 
cooperatives. RUS currently has applications exceeding $10 billion for generation 
and transmission purposes, scheduled for funding in fiscal year 2007 and fiscal year 
2008. About 80 percent of this total is for construction of new baseload generation. 
This Budget seeks only $4.1 billion in fiscal year 2008 funding, and, for the first 
time, bars funding for new baseload generation. 

Prohibiting new baseload generation will make many of these plants less feasible 
economically at a time when electricity demand is growing rapidly. Rural consumers 
already pay an average of 12 percent higher electric rates than neighboring utilities. 
Terminating Federal funding will force rural electric cooperatives to face higher in- 
terest rates, shorter loan terms, and raise rates charged to rural customers. 

In the face of demonstrated needs for extensive infrastructure replacement and 
expansion, why is the Administration barring access to financing for new baseload 
generation? 

Answer. There are significant demands on RUS electric loan resources. Needs for 
transmission and plant upgrades, including environmental upgrades, as well as the 
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need for new generation plans are high. Due to the inherent risks associated with 
construction of baseload generation, other significant demands on loan resources 
and the ability to obtain commercial financing, the Administration determined that 
restricting the use of electric loan funds made the best use of taxpayer funds while 
still providing significant support for rural electric needs. 

However, understanding the concerns of Congress, the Administration has com- 
mitted to providing a generation only subsidy rate. 

Question. What studies has the Administration performed that indicate sufficient 
private financing is available to meet this immediate need for baseload generation? 

Answer. Though no studies have been conducted by the Administration, there is 
significant liquidity in the capital markets to absorb demand for this segment of the 
energy sector. 

Question. Has the RUS estimated the impacts of this policy change on electricity 
costs of rural consumers? What are the impacts? 

Answer. The Administration has not estimated the impacts of this proposal on 
electricity costs. 


WATER AND WASTE PROGRAM 

Question. Mr. Secretary, Rural Development’s Water and Waste Water program 
has provided loan and grant funds for years to small rural communities to ensure 
adequate clean water and sanitary waste disposal systems. This Budget again pro- 
poses to alter the method to determine borrower interest rates. Poverty and inter- 
mediate interest rates would float such that the poverty rate would be 60 percent 
of the market rate and the intermediate rate would be 80 percent of market. In the 
current interest rate environment, poverty and intermediate interest rates would 
substantially fall. Projects would be financed with substantially more debt and re- 
duced grant funds, but with little change in communities’ debt burdens due to the 
dramatic interest rate reductions. 

Will you provide assurance that small, poor communities will not be left out of 
the program, and that debt burdens will not increase and raise water and sewer 
rates? 

Answer. The lower interest rate would allow a small community to borrow more 
loan funds without an increase in their annual debt repayment. While a commu- 
nity’s total debt may increase, their annual debt burden should not increase and 
will not raise water and sewer rates. Our objective is to provide a funding mix of 
low interest loan and grant funds to keep user rates reasonable and consistent with 
the cost of similar systems in the area. It is still anticipated that grant funds would 
be focused on helping the neediest communities. With lower interest rates, we would 
be able to increase our reach to more communities with lower incomes. 

Question. Do regulations still allow borrowers with loan funds obligated but not 
closed to receive the interest rate in effect at the time of obligation or closing? 

Answer. Yes. 

Question. What is the magnitude of loan funds currently obligated but not closed? 

Answer. As of March 13, 2007, there were $2,482,693,545 in loan funds obligated 
but not closed. This represents 1,813 unclosed loan obligations. 

Question. Please provide a distribution of unclosed obligations, by year. 

Answer. As of March 13, 2007, the unclosed obligations by year were: 

[The information follows:] 


Fiscal year 

No. 

Amount 

2007 

209 

$270,506,775 

2006 

655 

845,439,746 

2005 

399 

569,531,323 

2004 

226 

328,100,059 

2003 

116 

164,029,838 

2002 

113 

172,123,226 

2001 

25 

37,473,080 

2000 

24 

39,727,518 

1999 

19 

21,932,140 

1998 

15 

23,712,840 

1997 

5 

4,201,300 

1996 

4 

4,260,700 

1995 



1994 

1 

300,000 

1993 

2 

1,355,000 
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Fiscal year 

No. 

Amount 

Total 

1,813 

2,482,693,545 


INFORMATION TECHNOLOGY (IT) ISSUES 

Question. Mr. Secretary, it appears that automated systems for the Farm Service 
Agency (FSA) are currently in an untenable situation. The current spate of severe 
access and response problems emerged last November, peaking in January with 
field offices experiencing only sporadic, random access to program software. FSA 
program participants faced substantial delays while FSA field staff endured long, 
erratic periods of unresponsive software. 

Please describe how this Budget addresses FSA IT needs. 

Answer. The fiscal year 2008 President’s Budget provides sufficient funding to 
maintain the IT system at its current level of operation. USDA is working with the 
Office of Management and Budget to identify an appropriate funding source for sta- 
bilization and modernization. 

Question. Our understanding is that it will take hundreds of millions to fully re- 
solve the unstable IT situation. Please provide a detailed plan, with associated costs, 
that generates a long-term, sustainable, solution to this problem. 

Answer. A business plan is being prepared to address the requirements and re- 
sources necessary to stabilize the current system, prepare it for implementation of 
a potential disaster bill and the new farm bill, and replace the current system with 
a fully modernized and integrated new system. 

FSA’s business plan includes the following major components: 

— Network Stabilization (e.g., expand equipment capacity, purchase monitoring 
tools and hire personnel to monitor the system) 

— Stabilize Databases and Farm Program Payment Applications (e.g., establish 
proper test environment; employee training and consultants to address database 
design, configuration and problems; update applications; establish data ware- 
house for queries and reporting) 

— Disaster Bill (e.g., hardware, software development and testing) 

— Farm Bill (e.g., hardware, software development and testing) 

— Modernization (e.g., capital investments and incremental operating costs) 

-Field office system replacement (e.g. replacement of field office servers) 

The following table summarizes the estimated costs. 

[The information follows:] 


FSA IT SYSTEM STABILIZATION AND MODERNIZATION 

[Preliminary Cost Estimate] 



Fiscal Year 

Total Cost 


2007 

2008 

2009 

2010 

Requirement 

Capital Requirements: 







11,467,850 

12,966,667 

12,548,750 


36,983,267 

Database/Application Sta- 



12,983,000 

8,500,000 

16,000,000 

675,521 

44,047,100 

12,067,100 


69,097,200 

8,500,000 

58,000,000 

253,402,521 



Farm Bill 1 

42,000,000 

132,154,811 




120,572,189 





49,626,371 

231,168,578 

145,188,039 


425,982,988 



Incremental Operating Require- 






ments: 






Network Stabilization 

Database/Application Sta- 

4,949,286 

5,307,077 

6,798,435 

1,556,275 

18,611,072 


8,120,857 

7,245,800 

5,080,000 

8,864,800 

25,420,000 


24,231,457 

30,500,000 



Farm Bill 1 





12,118,000 

12,364,000 


24,482,000 

Field Office System Replace- 





19,200,000 

9,600,000 


28,800,000 




Total 

13,070,143 

48,950,877 

63,047,235 

1,556,275 

126,624,530 
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FSA IT SYSTEM STABILIZATION AND MODERNIZATION— Continued 

[Preliminary Cost Estimate] 



Fiscal Year 

Total Cost 
Requirement 

2007 

2008 

2009 

2010 

Total Cost: 

Network Stabilization 

Database/Application Sta- 

16,417,136 

21,103,857 

8,500,000 

16,000,000 

675,521 

18,273,743 

51,292,900 

5,080,000 

42,000,000 

144,272,811 

19,200,000 

19,347,185 

20,931,900 

25,420,000 

1,556,275 

55,594,339 

93,328,657 

39.000. 000 

58.000. 000 
277,884,521 

28,800,000 



Farm Bill 1 



132,936,189 

9,600,000 


Field Office System Replace- 


Total 



62,696,514 

280,119,454 

208,235,274 

1,556,275 

552,607,517 


1 Farm Bill estimate includes only IT related costs. Additional expenditures to deliver the 2007 Farm Bill will be required. For example, tem- 
porary employee cost for the 2002 Farm Bill was approximately $26 million for 1,100 temporary employees. 

2 Includes only those costs necessary to upgrade network servers located in field office locations. Estimate does not include normal replace- 
ment costs for other field office equipment (e.g. phone systems, printers, workstations, mobile devices, GPS systems, etc.) which may also be 
approaching the end of their expected useful life. 

FSA FIELD STAFF AND OFFICE STRUCTURE 

Question. Mr. Secretary, adequate FSA field staffing and office locations have 
been issues for some time. Substantial concerns were raised in the recent past in 
response to FSA plans to restructure. 

What are current plans for altering FSA field staffing levels and field office loca- 
tions? 

Answer. FSA has asked each State Executive Director (SED) to conduct an inde- 
pendent local-level review of the efficiency and effectiveness of FSA offices in their 
respective State. There is no national plan or formula for closing or consolidating 
offices. SEDs and State committees have been directed by the FSA Administrator 
to form a review committee to identify what the optimum network of FSA facilities, 
staffing, training and technology should be for their State. Efficiencies will be based 
on each State’s individual needs and will be within existing budgetary resources and 
staffing ceilings. FSA is also committed to coordinating with Congress, stakeholders, 
local groups and customers to ensure the agency offers the best service possible. 

FINANCIAL MANAGEMENT SYSTEM 

Question. The budget request includes an increase of $24.8 million for the finan- 
cial management system of the Chief Financial Officer. 

What will the total cost for completion of this system be? 

Answer. The estimated cost for implementation of USDA’s new financial manage- 
ment system is approximately $90 million. 

Question. How many years will it take for this system to be completed? 

Answer. Our preliminary schedule shows completion of implementation at the end 
of fiscal year 2011. USDA is presently in the acquisition phase and has yet to award 
a contract for services or hosting. 

Question. If no funds are provided for this, will work continue? 

Answer. If appropriated funding is not provided, the project will continue, but will 
do so at a pace that reflects the funding that would be available, and this is likely 
to be at a much slower pace than projected. Funding would be sought from other 
sources — the Working Capital Fund, reimbursements from customer agencies, pur- 
chase card rebate proceeds, and/or any funds that might be made available under 
authority to transfer unobligated balances. By relying upon these alternative 
sources, implementation timing will be affected as these resources may also be need- 
ed for other important corporate investments. To the extent that implementation is 
delayed, USDA will need to maintain operation of the legacy financial system, add- 
ing additional costs. 


CAPITAL SECURITY COST SHARING PROGRAM 

Question. The budget includes an increase of $5,241,000 under the Foreign Agri- 
cultural Service for the Capital Security Cost Sharing Program. Since fiscal year 
2005, this program has increased substantially. 

When do you expect funding for this to plateau and then start to decline? 
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Answer. The Capital Security Cost Sharing (CSCS) program is designed to gen- 
erate a total of $17.5 billion to fund 150 new diplomatic facilities over a 14-year pe- 
riod. The FAS assessment comprises approximately 70 percent of USDA’s total an- 
nual contribution to the program. In the case of FAS, its assessment started at $0.6 
million in 2005 and increased to over $5.5 million in 2007. It is estimated to in- 
crease annually until 2009, at which time the estimated annual assessed level will 
total approximately $9 million. This level is assumed to remain constant at that 
point for the next 9 years with FAS payments totaling as much as $140 million over 
the life of the program. 

Question. What assurance have you received from the State Department that FAS 
is paying for space that they actually occupy? 

Answer. FAS Washington staff have worked closely with our field offices and with 
the State Department’s Office of Building Operations to correctly identify positions 
that should be billed to FAS. Also, according to Section 604 of the Secure Embassy 
Construction and Counterterrorism Act of 1999, the funds collected under the CSCS 
program are devoted entirely to the construction of new embassy and consular com- 
pounds worldwide, regardless of presence. 

Question. Is the agency currently paying for space in facilities where they do not 
have a presence? 

Answer. The CSCS program funds construction of new U.S. embassy compounds 
by contributions from all agencies in proportion to their overseas presence. Of the 
80 planned security projects in the next seven years, FAS will occupy space in 27 
of the new facilities. 

Question. Which agencies at USDA contribute to the Capital Security Cost Share 
Program? 

Answer. Other USDA agencies that contribute to the CSCS program include the 
Animal and Plant Health Inspection Service, Agricultural Research Service, Rural 
Development, Natural Resources Conservation Service, and Grain Inspection, Pack- 
ers and Stockyards Administration. 

Question. Is this reflected in all of their budget justifications? If not, why? 

Answer. Like FAS, APHIS and ARS display their contributions to the CSCS pro- 
gram in their explanatory notes. In the case of the other agencies, the amounts in- 
volved are less than $60,000 for 2008, and the agencies have not displayed them 
separately from other administrative funding. 

PUBLIC LAW 480 TITLES I AND II AND FOOD FOR PROGRESS 

Question. Over the past several years, funds have been transferred from Public 
Law 480 Title I to carry out activities under the Food for Progress program. Please 
explain the impact of your request to eliminate the Title I program will have on the 
Food for Progress program. 

Answer. Food for Progress programming in 2008 will continue to be carried out 
through Commodity Credit Corporation funding. The 2008 President’s budget 
projects that CCC-funded Food for Progress programming will total approximately 
$163 million. 

Public Law 480 Title I funding to carry out Food for Progress will no longer be 
available in 2008. Although no funding was appropriated for Public Law 480 Title 
I for 2007, approximately $39 million of Title I funding that was carried over from 
prior years is being used to support Food for Progress programs this year. No simi- 
lar carry over balances are expected to be available during 2008. 

Question. Is it your anticipation that there will be increased availability of funds 
in fiscal year 2008 for non-emergency programs under Title II? If not, is the Title 
I elimination another overall reduction in non-emergency food aid programs? 

Answer. It is difficult to predict with certainty what the level of emergency needs 
will be in 2008 and, therefore, difficult to state whether funding for non-emergency 
programs will increase above this year’s level. When the 2007 budget recommended 
no further funding for Public Law 480 Title I, a corresponding increase of $80 mil- 
lion was requested for Public Law 480 Title II donations. That increase was ap- 
proved and remains in the base funding level for Title II and can, therefore, be used 
to support either emergency or non-emergency Title II programming. 

AGRICULTURAL RECONSTRUCTION ACTIVITIES 

Question. The Department supports the use of Provincial Reconstruction Teams 
as a way to assist, re-stabilize, and promote agricultural production in certain areas 
of the world, such as Iraq and Afghanistan. However, it seems that many of the de- 
velopmental aspects of these teams could also serve in developing countries, such 
as in sub-Saharan Africa, where the ability to promote food security is crucial. 
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Do you think that the use of a mechanism similar to the Provincial Reconstruction 
Teams could serve a useful purpose as part of an overall global food security strat- 
egy? 

Answer. The PRTs were first established in Afghanistan for the international 
community to provide improved security and to facilitate reconstruction, along with 
economic development, throughout the country. The PRTs are seen as transitional 
structures and operate in high risk, unstable and difficult situations. The PRTs 
have a broad mandate in bringing reconstruction to the local people and allow the 
U.S. Government to engage with key government, military, tribal, village, and reli- 
gious leaders in the provinces, while monitoring and reporting on important polit- 
ical, military and reconstruction developments. They also provide protective services 
to experts providing assistance. 

USDA has found PRTs to be effective in allowing USDA agricultural advisors to 
work and directly affect agriculture on a local level in Afghanistan and Iraq. PRTs 
could serve a useful purpose as part of an overall global food security strategy, espe- 
cially in reconstruction and stabilization situations. In other situations they might 
have usefulness but, as transitional structures, they would need to be modified con- 
siderably to make them relevant and cost effective. 

Question. If not, then why do you think they will be successful in Afghanistan and 
Iraq? 

Answer. USDA believes that PRTs in Afghanistan and Iraq are effective platforms 
from which our specialists can operate. USDA’s PRT advisors continue to make sig- 
nificant contributions to the training of Ministry of Agriculture staff at the local 
level, and they provide valuable expertise to local and international non-govern- 
mental organizations, donors, and others working in agricultural development. PRTs 
allow USDA to work in close collaboration with other agencies to plan and imple- 
ment projects that utilize a combination of resources. Many of these projects would 
be beyond the capacity of USDA alone. 

CONSERVATION OPERATIONS 

Question. For Conservation Technical Assistance, there is an increase of 
$1,000,000 for a stand-alone financial audit. 

Why is this audit necessary? 

Answer. The Conservation Technical Assistance program is the foundation for all 
of USDA’s conservation efforts. This makes it vital for policy officials to have the 
most accurate information possible in order to make the best programmatic and 
management decisions. An independent financial audit will help the agency identify 
weaknesses in program implementation and help institute improvements for pro- 
gram management and accountability. 

Question. What concerns were raised in order for these funds to be needed? 

Answer. During preparation of the 2008 President’s budget request, issues of pro- 
gram management and accountability were closely looked at. It was determined that 
an independent financial audit would help identify steps needed to address concerns 
regarding improper or duplicate payments; large number of up(down)ward adjust- 
ments, proper use of commitments and obligations; and validity of open obligations 
and reimbursable accounts. 

Question. The budget includes a decrease of $17,225,000 for the Grazing Lands 
Conservation Initiative but retains $10,000,000 for a competitive grants program. 

Please explain the purpose and aspects of this program. 

Answer. By Congressional directive in recent years, NRCS provided technical as- 
sistance to owners and managers of private grazing lands to improve long-term pro- 
ductivity and ecological health. In fiscal year 2006, Congress directed that 
$4,188,000 (of the $27,500,000 GLCI earmark) be used on efforts to manage the 
spread of invasive species. A nationwide competitive grants process was used to 
carry out the fiscal year 2006 Congressional directive. The President’s 2008 budget 
proposes to continue the competitive grants program to control invasive species. It 
is estimated that invasive plants infest over 100 million acres of grazing land in the 
United States. 

Question. How will these funds be awarded? 

Answer. A nationwide announcement would be issued to attract viable applica- 
tions from eligible government and non-government organizations and individuals 
to compete for the available funding. The grants would be awarded based on various 
elements in the applications including purpose and goals, soundness of approach, 
proposed project management, and transferability (technology transfer). A matching 
contribution would be required of the applicant. A portion of the funds would be set 
aside for competition among limited resource farmers and ranchers and Tribes. 

Question. What are the goals and expected outcomes of this program? 
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Answer. The objective of the invasive species grants would be to encourage and 
support the management and control of invasive species affecting grazing lands. We 
will use the “cooperative conservation” approach to address invasive species con- 
cerns on a local, statewide, or regional basis. The use of Integrated Pest Manage- 
ment techniques and biological pest control methods would be encouraged. 

RESOURCE CONSERVATION AND DEVELOPMENT 

Question. The budget includes a decrease of $37,717,000 for Resource Conserva- 
tion and Development program activities. Included in this is a proposed consolida- 
tion of RC&D Coordinators, reducing the number from 375 to 50. 

Why is this consolidation necessary? 

Answer. The Program Assessment Rating Tool (PART) analysis found the pro- 
gram to be duplicative of other conservation and rural development programs and 
the program does not prioritize or target funding effectively. Specifically, the pur- 
poses and services provided by the RC&D program overlap with other similar re- 
source conservation planning, rural economic development, and community facili- 
ties/amenities development services provided by other USDA agencies (such as the 
Forest Service and Rural Development) and other Federal departments (such as the 
Department of Commerce’s Economic Development Administration). 

Question. What plans are currently in place should the Committee decide to de- 
crease funding for RC&D? 

Answer. While the overall program budget will decrease, NRCS will continue to 
provide support through a state-wide RC&D coordinator. The coordinator’s role will 
focus more on coordinating USDA assistance toward the implementation of RC&D 
Area Plans rather than day-to-day operations of RC&D councils. For several years, 
USDA has partnered with the National Association of RC&D Councils, Inc. to in- 
crease the capacity and sustainability of RC&D councils across the country. Many 
councils have increased their partnerships and financial portfolios so they are less 
reliant on NRCS direct technical and financial assistance. The budget proposal re- 
flects an expectation that more councils will be able to take on the additional re- 
sponsibility. 

Question. Will staff be folded into other agencies within the Department? 

Answer. The majority of RC&D coordinators are classified in such a way that they 
will fit well within other jobs and activities of NRCS. Most RC&D Coordinators 
were previously NRCS Soil Conservationists prior to becoming RC&D Coordinators. 
The majority would easily adjust to soil conservationist type work at the field level. 

AGRICULTURAL MARKETING SERVICE 

Question. How does AMS intend to protect the organic standard in light of current 
FDA proposals to approve food from cloned animals, with no requirement for label- 
ing? 

Answer. In response to the FDA announcement regarding cloned animals, AMS 
issued a notice to the industry that, pursuant to the National Organic Program 
(NOP) regulations, cloning is a prohibited practice in organic production. AMS also 
consulted the National Organic Standards Board (NOSB) and received a rec- 
ommendation to prohibit not only cloning as a production method, but the use of 
their progeny in organic production as well. AMS intends to develop rulemaking or 
guidance related to clones and their progeny in organic production. 

Question. What actions has AMS taken in response to the audits performed by 
the American National Standards Institute in 2004 and by the USDA Office of In- 
spector General in 2005, which made strong recommendations about changes needed 
in the administration of the National Organic Program? 

Answer. The audit conducted by the American National Standards Institute 
(ANSI) found that there were many procedures, required by an ISO Guide 61 sys- 
tem (since revised by ISO and reissued as ISO 17011), that the ANSI auditors were 
not able to identify during the onsite audit. In response, AMS assigned a task force 
of experienced quality system specialists to work on the NOP quality management 
system. Those processes were completed by the September 2005 target date agreed 
to by AMS. Some processes that require participation by certifying agents or cer- 
tified operations, such as our reinstatement procedures, have been posted on the 
NOP website. Some additional procedures have been posted as they were approved 
by the Office of the Inspector General, who conducted a separate but similar review 
at about the same time. The OIG audit found similar deficiencies as the ANSI audit 
and identified 10 action items to be completed by the NOP. All of the OIG action 
items have been completed. 
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NATIONAL ORGANIC CERTIFICATION COST SHARE PROGRAM 

Question. Of the $5 million provided in the fiscal year 2002 Farm Bill for the Na- 
tional Organic Certification Cost Share Program, how much remains unobligated 
and/or unspent? Please provide a breakdown of the States with remaining unobli- 
gated and/or unspent funds, as well as a list of States that have spent all of their 
funds. 

Answer. The information is provided for the record. As of March 20, 2007, 
$148,340 is unobligated and unspent funds total $247,100 for the 24 States with 
funds remaining. 

Eighteen States have exhausted all of their allotted funds: Arkansas, Colorado, 
Florida, Georgia, Illinois, Iowa, Massachusetts, Minnesota, Montana, New Hamp- 
shire, New York, North Carolina, Oklahoma, Pennsylvania, Tennessee, Virginia, 
Washington, and Wisconsin. 

Seven States that have spent more than 90 percent of program allotted funds: 
California, Maine, Michigan, North Dakota, Oregon, South Dakota, and Vermont. 

Seventeen States have more than 10 percent of program allotted funds remaining: 
Alaska, Hawaii, Idaho, Indiana, Kansas, Kentucky, Maryland, Mississippi, Missouri, 
Nebraska, New Jersey, New Mexico, Ohio, South Carolina, Texas, Utah, and Wyo- 
ming. 

Eight States chose not to participate in this program: Alabama, Arizona, Con- 
necticut, Delaware, Louisiana, Nevada, Rhode Island, and West Virginia. 

Question. If funding for the National Organic Certification Cost Share Program 
remains unobligated and/or unspent in some States at the end of fiscal year 2007, 
does USDA have the authority to make that funding available to other States? Does 
USDA plan to do so? 

Answer. Within each AMS-State cooperative agreement, there is a provision that 
gives AMS the authority to terminate agreements and redistribute unspent funds 
to other States that have exhausted funds. If States are not actively obligating 
funds and large balances remain unspent at the end of fiscal year 2007, AMS will 
exercise this authority. 

Question. What is the total funding provided in the fiscal year 2008 budget for 
the National Organic Program? 

Answer. The fiscal year 2008 request for Organic Standards is $3.18 million. 

EMERGING PESTS 

Question. How does APHIS work to prevent things such as Emerald Ash Borers 
and Asian Longhorn Beetles from entering the United States? What improvements 
need to be made at the borders to prevent these incredibly expensive pests from en- 
tering and causing these problems? 

Answer. The Agriculture Quarantine and Inspection program protects the United 
States from the risks associated with the introduction of invasive agricultural pests 
and diseases. APHIS and the Department of Homeland Security cooperate to carry 
out this program, and fund the programs through a combination of appropriations 
and user fees. The Pest Detection program supports APHIS’ goal of safeguarding 
U.S. agricultural and environmental resources by ensuring that new introductions 
of harmful plant pests and diseases are detected as soon as possible, before they 
cause significant damage. USDA is requesting a $15 million increase in the Pest De- 
tection program for fiscal year 2008. 

Exotic wood boring and bark beetles such as EAB and Asian longhorned beetle 
(ALB) likely entered the United States through infested solid wood packing mate- 
rials such as pallets, crates, and other materials used in international shipping. 
These materials are often reused and reshipped many times throughout the world. 
Many countries have recognized the need to deal with the pest risk. APHIS worked 
with its international counterparts to develop standards for safely moving solid 
wood packing materials and implemented regulations based on the developed stand- 
ards. While APHIS and affected States are still dealing with the effects of EAB and 
ALB and several other exotic forest pests already in the United States, we believe 
that the new regulation of wood packaging materials should help prevent future in- 
festations of this type. 

Question. At what point do you make a determination that the eradication of a 
disease isn’t possible, such as in the case of citrus canker? What are the next steps 
once that determination has been made? 

Answer. Although each pest or disease situation must be analyzed separately, 
there are several factors we consider when determining whether or not eradication 
is feasible. Among these are: the availability of adequate funding and active partici- 
pation from Federal, State, and industry cooperators; weather and any other envi- 
ronmental constraints; the potential of the pest to do significant economic damage 
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to agricultural or forest resources; the extent to which the pest or disease has 
spread; the availability of effective detection, diagnostic, and control technology; the 
availability of acceptable alternatives to eradication; public support for an eradi- 
cation program; the disease’s public health significance; and the vectors associated 
with a disease (e.g., mosquitoes, ticks, etc.). 

Federal officials take all of these and other factors into consideration as they de- 
termine whether the eradication of a pest or disease is possible. If one or more of 
these factors change considerably during the course of an eradication effort, the 
planned course of action will be reevaluated. Prior to making any major decisions 
about discontinuing an eradication effort, Federal officials will consult with their 
State and industry cooperators, then update policies and regulations as appropriate. 

Question. Specifically for Chronic Wasting Disease, how will the requirements for 
the States change with the proposal for a match in which the Federal Government 
will pay for 60 percent of anticipated program needs, and the State will fund the 
rest? Will the State funding level need to increase? 

Answer. The 2008 budget proposes a reduction of about $4 million. The program 
requirements for the chronic wasting disease (CWD) herd certification program 
(HCP) will not change with the funding reduction. At the requested funding level, 
USDA anticipates the States and cooperators would contribute additional resources 
to support the efforts at current levels. 

Question. More broadly, what amount does APHIS anticipate saving by requiring 
increased State matches for APHIS activities? Is there currently a mandated match 
level for States, or is this an entirely new proposal? If a State can’t or does not pro- 
vide the requested match amount, what will APHIS do then? 

Answer. The following table is provided for the record. 

[The information follows:] 


Line Item 

Savings 

Chronic Wasting Disease 

Emerging Plant Pests — Citrus Health Response Program (Florida) 

$4,400 

2,300 

1,691 

1,001 

5,005 

300 

Emerging Plant Pests— Glassy-Winged Sharp Shooter (California) 



Total 

14,697 


There is currently no mandated match level for States, nor is USDA proposing 
a mandated level. It is our goal to leverage increased participation from the States 
to maximize the benefits received from Federal dollars. 

If a State is unable to contribute the estimated amount for a particular program, 
USDA will evaluate the overall impact to program efforts and adjust future funding 
requests accordingly. 


APHIS COOPERATIVE AGREEMENTS 

Question. Please provide a chart showing all cooperative agreements with States 
and other organizations to be carried out in fiscal year 2007, including total funding 
provided by Congress, and funding retained by APHIS. 

Answer. Given the timing of the full-year fiscal year 2007 appropriation, APHIS 
is currently in the process of negotiating with States and other organizations in the 
development of work plans and agreements for this year. Therefore, the requested 
information is not available at this time. This information will be provided when 
available, but not later than August 1, 2007. 

Question. Was there any input gathered from those whose responsibilities will be 
increased before this proposal was put forth to decrease funding for Johne’s disease? 
Are these activities that the States, etc. are currently undertaking, or would have 
to pick up? 

Answer. USDA has consulted with our partners in the Voluntary Bovine Johne’s 
Disease Control Program (VBJDCP), and they are aware of our request. From its 
inception, the VBJDCP has been a cooperative effort among APHIS, State depart- 
ments of agriculture, and industry. States have been the main driving force of the 
VBJDCP. A large part of the Johne’s disease funds not requested in the President’s 
Budget has been used by the States to pay for producer testing and risk assessment 
fees. With a reduction in Federal funding, these costs will need to be covered by 
producers who benefit from this program. In addition, State and University partners 
would assume responsibility for continuation of the Johne’s disease demonstration 
herd projects implemented in each region. These projects focus on new and current 
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testing schemes and control methods to determine the most effective cost manage- 
ment practice options. 

APHIS will continue to provide oversight to the VBJDCP and support analysis of 
the national demonstration projects, along with continuing laboratory approval and 
licensing diagnostic tests and vaccines for commercial use. 

COMMON COMPUTING ENVIRONMENT 

Question. Why is the budget for CCE decreasing this year, when needs are cer- 
tainly not? 

Answer. Funding for the CCE has been comprised of Service Center Agency (FSA, 
NRCS, RD) information technology (IT) purchases through their own appropriations, 
in addition to funding provided through the CCE direct appropriation. This funding 
has been used to develop an infrastructure to support the business delivery func- 
tions of the Service Center Agency (SCA) field offices located across the country. The 
2008 budget requests that $78.5 million with an additional $12 million for CCE ac- 
tivities that are specific to FSA be included in the SCA salaries and expenses appro- 
priations to meet the ongoing business delivery needs. This funding will support the 
continued IT activities of the SCAs as they jointly maintain the CCE infrastructure. 
In addition, the SCAs will continue to work with the Information Technology Serv- 
ices (ITS) division of the Office of the Chief Information Officer in USD A. ITS is 
funded through reimbursable agreements with the SCAs and delivers staffing and 
services to the agencies in support of the CCE. In coordination with ITS, the agen- 
cies will be able to ensure that the necessary services and staffing are available to 
maintain the infrastructure and program delivery. 

Question. Please provide a chart showing the total CCE funding, either within the 
CCE account or at the Agencies, over the past 5 years. 

Answer. A chart has been provided for the record showing the funding for the 
CCE for fiscal year 2002 through fiscal year 2006. This chart includes funding from 
the CCE direct appropriation, agency direct purchases of IT equipment and services 
for the CCE, and agency reimbursements of the OCIO-Information Technology Serv- 
ices (ITS) through the Working Capital Fund (WCF). These amounts paid for ITS 
operating expenses for the CCE and other IT activities, such as Geographic Informa- 
tion Systems (GIS). 

[The information follows:] 


CCE FUNDING 





Fiscal year 




2002 

2003 

2004 

2005 

2006 

Funding Source: 

CCE Direct Appropriation 

$59,369,000 

$133,155,000 

$118,585,000 

$121,577,300 

$108,971,000 

Service Center Agency IT pur- 
chases for CCE (paid di- 
rectly to vendors; did not 
go through WCF) 

29,174,241 

30,924,733 

30,748,000 

55,413,000 

30,265,009 

Total 

88,543,241 

164,079,733 

149,333,000 

176,990,300 

139,236,009 


Question. Does the USDA have a solid budget estimate of the cost to replace the 
current outdated FSA computer system? 

Answer. FSA is planning to implement a long-term modernization effort known 
as MIDAS to replace its obsolete equipment. FSA anticipates submitting a business 
case for this investment to the Office of Management and Budget during March 
2007. Preliminary cost estimates indicate that this planned transition would require 
about $278 million over fiscal years 2007 through 2009. It would also have a total 
10-year lifecycle cost of $463 million unadjusted for risk and an estimated cost of 
$617 million when adjusted for risk. 

In addition to this modernization effort, further costs must be incurred to stabilize 
the FSA IT system components at field offices in the short term. These additional 
costs are estimated to be about $150 million to bring the Kansas City web-based 
system up to at least moderate reliability; about $97 million to implement likely dis- 
aster assistance and Farm Bill legislation; and nearly $29 million to replace obsolete 
field office components. Thus, estimated total costs of nearly $553 million over fiscal 
years 2007 through 2010 will be required to bring the current system up reasonable 
operating capability and to transition to a modernized system. However, the actual 
modernization component as noted above is estimated to cost about $278 million. 
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Question. Is an FSA replacement system part of the Farm Bill proposals sub- 
mitted? If not, where will this funding come from, since it is not in the President’s 
budget? 

Answer. Funding for modernization of FSA’s information technology systems is 
not included in the Administration’s Farm Bill proposal. USDA is working with the 
Office of Management and Budget to identify an appropriate funding source for this 
investment. 


COMMODITY SUPPLEMENTAL FOOD PROGRAM 

Question. How many people currently on CSFP do you estimate will lose all bene- 
fits, either by not deciding to participate in Food Stamps, or receiving fewer benefits 
under Food Stamps? 

Answer. We do not know how many current CSFP participants would not partici- 
pate or potentially receive a food stamp benefit lower than the value of the CSFP 
package. We estimate that CSFP participants who opt to transition to food stamps 
will receive an average monthly benefit of $54 per person. In contrast, we project 
that the average CSFP food package for elderly people would have a retail value 
of about $44 in fiscal year 2007. 

PROPOSED LIMIT ON WIC ADMINISTRATIVE FUNDING 

Question. Please explain how the proposed limit on WIC administrative funding 
will affect the activities that WIC providers are required to carry out, including nu- 
trition education, referral services, and other important services? 

Answer. We appreciate the hard work that WIC professionals have done to create 
and operate one of our premier nutrition assistance programs. However, nutrition 
services and administration (NSA) funding continues to require a greater and great- 
er proportion of the annual WIC appropriation. In every other sector of govern- 
ment — Federal, State and local — we have all had to learn to become more efficient 
within tighter administrative budgets. We believe WIC can, too. WIC State agencies 
have achieved remarkable success in controlling food costs; we have no doubt that 
the same creativity can be applied to the NSA costs without compromising impor- 
tant client services and program operations. 

Our proposal would provide NSA funds at the fiscal year 2006 per-person level. 
This would allow for a greater proportion of appropriated funds to be used for food 
benefits and to ensure that funding continues to be adequate to serve all eligible 
individuals who wish to participate. It is anticipated that the total appropriation 
needed for fiscal year 2008 would be reduced by approximately $145 million through 
this redirection of NSA funds to food funds. 

Question. Please outline how this proposal is different from the fiscal year 2007 
budget request. 

Answer. The current proposal is intended to provide a reduction in WIC NSA 
funding to slow its growth rather than to “cap” the funds available for NSA at 25 
percent as proposed in the fiscal year 2007 budget. 

Current legislation provides an amount for State agency NSA grants sufficient to 
guarantee a national administrative grant per participant (AGP). The guaranteed 
national AGP for each fiscal year is based on the prior year’s AGP, inflated by the 
State and Local Purchase Index, as required by legislation. The WIC AGP inflation 
rate from fiscal year 2006 to fiscal year 2007 was 6 percent. 

Our current proposal would reduce the AGP used to determine the proportion of 
funds made available for NSA in fiscal year 2008 rather than using the inflated fis- 
cal year 2007 AGP level. 

Question. If this proposal is not adopted, will your request level for WIC still be 
adequate? 

Answer. USDA estimates that setting the fiscal year 2008 administrative grant 
per participant at the fiscal year 2006 level will save approximately $145 million 
through redirection of NSA funds to food funds. If this proposal is not adopted, then 
an additional $145 million would be needed in the fiscal year 2008 appropriation 
for the WIC Program in order to support average monthly participation at the an- 
ticipated level of 8.28 million. 

Question. Will the proposal regarding income limits actually save any money? Will 
this proposal, if included, require States to re-check the eligibility of all of their par- 
ticipants? 

Answer. USDA estimates that approximately $2 million per year will be saved by 
the proposal to limit income eligibility based on participation in Medicaid to those 
individuals whose incomes are below 250 percent of the Federal poverty guidelines. 
This will help ensure that WIC benefits are targeted to those most in need. The pro- 
posal would not require States to re-check the eligibility of all of their current par- 
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ticipants. Rather, affected States will need to ask new WIC applicants and appli- 
cants whose prior certification has expired to show documentation of eligibility in 
a means-tested program other than Medicaid, such as the Food Stamp Program or 
Temporary Assistance for Needy Families, or to show documentation of their income 
to determine eligibility. 

Question. How many States will be affected by the income eligibility proposal, and 
how much will it cost them to re-certify all WIC participants? How many people do 
you think will have to be re-certified, and how many ineligible participants will be 
identified? 

Answer. Based on current Medicaid income eligibility levels, seven States would 
be affected: Hawaii, Maryland, Minnesota, Missouri, New Hampshire, Rhode Island 
and Vermont. The proposal would not require these States to re-certify current par- 
ticipants. Rather, these seven States will need to ask new WIC applicants and appli- 
cants whose prior certification has expired to show documentation of eligibility in 
a means-tested program other than Medicaid, such as the Food Stamp Program or 
Temporary Assistance for Needy Families, or to show documentation of their income 
to determine eligibility. We estimate that approximately 3,000 applicants who are 
on Medicaid in these States will have incomes above the 250 percent threshold and 
therefore no longer be eligible for benefits. 

FOOD STAMP PROGRAM LEGISLATIVE PROPOSALS 

Question. How does the legislative proposal in the Food Stamp Program work to 
streamline Federal assistance programs? 

Answer. Many of the proposals work together to streamline the administration of 
the Food Stamp Program by simplifying complex policies, while at the same time 
supporting low-income working families. For example, we are proposing to exclude 
all retirement accounts and certain educational savings accounts from resources 
when determining eligibility. This simplifies the eligibility determination on the 
part of the State agencies while encouraging low-income families to save for retire- 
ment and their children’s future even if they experience a temporary need for food 
stamps. We are proposing to exclude combat related pay for military personnel. This 
proposal would make permanent a policy that has been enacted on a yearly basis 
through the budget process. This proposal makes it easier for State agencies to de- 
termine eligibility while supporting the families of service personnel fighting over- 
seas by ensuring that they do not lose food stamps as a result of the additional de- 
ployment income. Taken as a whole, these proposals would have a significant affect 
on streamlining the administration of the Food Stamp Program. 

CENTER FOR NUTRITION POLICY AND PROMOTION 

Question. Please list all cooperative agreements or contracts entered into by 
CNPP in regard to My Pyramid, including funding levels and recipients. 

Answer. Current contracts are for hosting and maintenance operations, evalua- 
tion, customer service, and refinement of tools already developed for the 
MyPyramid.gov Web site. Three cooperative agreements exist for educational pur- 
poses in support of MyPyramid and the 2005 Dietary Guidelines for Americans. No 
funds are exchanged between parties for these cooperative agreements. A list will 
be provided for the record. 

[The information follows:] 


Hosting and Maintenance Contracts (for support of website and associated databases): 

National Information Technology Center, Kansas City, KS 

American Systems Corporation, Chantilly, VA 

Akamai Technologies, Cambridge, MA 

Evaluation (for 12 month American Customer Satisfaction Index): 

ForSee Results, Ann Arbor, Ml 

Customer Service (for customer support specialist): 

Network Management Resources Consulting, Inc., Annapolis, MD 

Refinement of Tools (to increase usability of existing interactive tools): 

Porter Novelli, Washington, DC 

Cooperative Agreements (To promote MyPyramid and the 2005 Dietary Guidelines for Americans): 

Tufts University, Boston, MA and Safeway, Inc., Pleasanton, CA 

Naturally Nutrient Rich Coalition (NNRC), Chicago, IL 

Hispanic Communication Network (HNC), Washington, DC 


$181,000 

90.000 
120,000 

25.000 
79,451 

102,052 


1 No funds were exchanged for Cooperative Agreements. 
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FOOD SAFETY AND INSPECTION SERVICE 

Question. Will States receive the full funding level they requested in fiscal year 
2007 with the additional funding that we provided in the Joint Resolution? 

Answer. Funding levels for the States are reviewed in order to determine the 
amounts they require to perform their inspection tasks and may at times vary from 
the amount requested. However, adequate funds are available for States. 

Question. Is the President’s budget for fiscal year 2008 sufficient to provide the 
States with their full funding request in fiscal year 2008 for their State meat inspec- 
tion programs? 

Answer. FSIS requests an increase of nearly $1 million for State MPI programs 
in fiscal year 2008, as stated in the amended budget explanatory notes. The fiscal 
year 2008 President’s Budget provides full funding for the State MPI programs 
based on estimated needs when the budget was proposed. FSIS will know the fund- 
ing request from the States sometime after August 2007, when the States provide 
updated funding needs. 

Question. Please provide information regarding any long-term contracts FSIS has 
regarding public meeting space, including funding spent on these contracts. 

Answer. The Food Safety and Inspection Service has no long-term contracts for 
public meeting space. 

Question. Please provide information on employee performance bonuses at FSIS 
in fiscal year 2006, including the total amount of bonuses provided to GS employees, 
and the total amount of bonuses provided to SES employees. 

Answer. The Food Safety and inspection Service’s Senior Executive Service (SES) 
performance awards for fiscal year 2006 totaled $269,362, and were paid in fiscal 
year 2007 using fiscal year 2007 funds. For fiscal year 2006, all other employees 
received a total of $2,774,926 in bonuses. 

Question. How often do processing inspectors working in combination slaughter/ 
processing plants have to perform slaughter duties because of an absence of a 
slaughter inspector due to vacancies, illness, vacations, etc.? Please describe the 
type of records the Agency keeps in such instances provide those records for the past 
2 years. 

Answer. The Food Safety and Inspection Service utilizes a variety of strategies to 
staff critical slaughter positions when absences occur due to vacancies, illnesses, and 
vacations. These strategies include utilization of relief inspectors and relief public 
health veterinarians, other-than-permanent employees, higher graded slaughter in- 
spection personnel, and processing inspection personnel. The use of processing in- 
spectors to cover the absence of slaughter inspectors has been policy for several dec- 
ades, and is the best use of staff, as the presence of inspectors at slaughter facilities 
must be continuous. Documentation of the daily staffing strategies utilized at each 
plant is not maintained. Thus, records on the use of these staffing strategies are 
not available. 

Question. What is the current career ladder for FSIS inspection personnel? For 
the years 1996-2006, please identify the number of Agency employees by GS level 
that worked in Agency headquarters; that worked in field locations. How will the 
Agency’s implementation of RBI affect the numbers of employees in each GS level? 

Answer. FSIS’ inspection program personnel include the following primary occu- 
pations: 

— Food Inspection (slaughter), GS-5, career ladder GS-7 

— Consumer Safety Inspectors (processing), GS-8, career ladder GS-9 

— Consumer Safety Inspectors (relief positions), GS-10 

— Public Health Veterinary Medical Officers, GS-11, career ladder GS-12 

Under a more robust risk-based inspection system for meat and poultry proc- 
essing, USDA will continue using the same number of inspection program per- 
sonnel, spending the same amount of overall time conducting inspections. Risk- 
based inspection is about working smarter to protect public health by having inspec- 
tion personnel spend more time in the processing plants that need assistance and 
expertise. 

A chart identifying the number of Food Safety and Inspection Service positions 
at headquarters and in field positions (1996-2006) follows: 

[The information follows:] 



Wash Field Wash Field Wash Field Wash Field Wash Field W “ h Field 
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Question. In late October 2006, 493 beef carcasses at the Swift & Company plant 
located in Grand Island, Nebraska were inadvertently sprayed with sewage water. 
Instead of condemning the carcasses according to the provisions of 9 CFR 318.14, 
FSIS management officials instead approved a “rework” of the contaminated car- 
casses. Please explain the justification for this action. 

Answer. Under 9 CFR 318.2(d), USDA’s Food Safety and Inspection Service 
(FSIS) has historically considered offers to recondition product if it believes that an 
establishment can make the product safe for human consumption. I will provide 
more information on this particular action for the record. 

[The information follows:] 

In this case, the establishment developed an aggressive reconditioning plan based 
on relevant science, in close consultation with FSIS officials, and approved by FSIS. 
After reconditioning, extensive testing showed that, microbiologically, these car- 
casses had testing results equal to or better than carcasses normally processed at 
the facility. 

Question. The fiscal year 2008 budget proposal calls for the imposition of a licens- 
ing fee on all meat, poultry and egg production facilities within FSIS jurisdiction. 
Will the approximately 1000 foreign establishments that are eligible to export to the 
United States also be subject to such a licensing fee? 

Answer. No, foreign establishments eligible to export to the United States would 
not be subject to the proposed fee. USDA is recommending a fee for each Federally 
inspected establishment or official plant to partially cover the costs of USDA inspec- 
tion services. 

Question. The fiscal year 2008 calls for the imposition of reinspection fees for all 
firms that are subject to failure of performance standards and/or recalls. Will for- 
eign establishments that export to the United States be subject to reinspection fees 
when FSIS auditors find violations of U.S. standards? 

Answer. No. The proposal would not provide for charging fees to foreign establish- 
ments that export meat, poultry or egg products to the United States. FSIS may 
decertify foreign establishments, i.e., prohibit them from exporting meat, poultry or 
egg products to the United States, if it finds that they do not meet the requirements 
set forth in its regulations for imports. 

Question. What is the status of the study being conducted in Canada to justify 
less than daily inspection of processed meat and poultry products that are exported 
to the United States? 

Answer. The Canadians are continuing their study of less-than-daily inspection, 
and nothing has been submitted to USDA at this time. Once a study is completed, 
it will need to be peer reviewed and the data assessed by USDA. The Canadians 
will maintain daily inspection for any product exported to the United States until 
the study is completed and reviewed and a decision is made on how to proceed. 

Question. What is the Meat Safety Enhancement Program as it applies to meat 
imports from Australia? How does it differ from traditional inspection procedures? 
Have there been any Australian establishments approved to export meat products 
to the United States using MSEP? Are there any pending applications from any 
Australian meat establishments to use MSEP to export to the United States? If 
there are, what is the status of those applications? What criteria will FSIS use to 
make its final determination on the viability of those applications? 

Answer. Australia’s Meat Safety Enhancement Program (MSEP) is an alternative 
inspection program to Australia’s traditional slaughter inspection procedures, which 
rely solely on government-paid inspectors. MSEP differs from Australia’s traditional 
inspection approach by using both company inspectors and government-paid inspec- 
tors. It was developed by the Australian government patterned after the United 
States’ HACCP-Based Inspection Model Project (HIMP). USDA’s Food Safety and 
Inspection Service determined MSEP to be equivalent in 1999. While one MSEP es- 
tablishment in Australia has applied for the ability to export its product to the 
United States, FSIS has not given approval until it completes its assessment of a 
pilot study carried out by the establishment and the Australian government and 
concurs that the food safety conditions established as part of the 1999 equivalence 
decision are being achieved. 


FSIS RISK BASED INSPECTION 

Question. Please provide us an update on the FSIS announcement regarding its 
change to risk-based inspection. What is the ultimate goal of this change, and do 
you believe that FSIS has the right science and testing capabilities at this time, to 
do this safely? 

Answer. A risk-based inspection system will help USDA improve the safety of 
meat and poultry products from USDA-inspected processing establishments, and 
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therefore decrease the incidence of illness and deaths caused by foodborne patho- 
gens. 

Since USDA’s Food Safety and Inspection Service (FSIS) inspection program per- 
sonnel are in each plant every day, FSIS has the necessary scientific and testing 
data to institute a risk-based inspection system in processing establishments. In ad- 
dition to considering the inherent risk of product, as well as its volume, FSIS will 
use seven key factors to specifically determine a plant’s ability to control risk: food 
safety recalls; verified food safety consumer complaints; noncompliance records that 
are significant to public health, enforcement actions FSlS has taken against estab- 
lishments, ready-to-eat and E. coli 0157:H7 sampling results, ready-to-eat Listeria 
monocytogenes control alternatives, and a plant’s Salmonella verification category. 
For more information on how FSIS will measure risk in 30 prototype processing es- 
tablishments, visit the agency’s Web site at: http://www.fsis.usda.gov/Regula- 
tions & Policies/RBI Meeting 040207/index.asp. 

Question. Do you currently have enough data on E. coli, Salmonella and Listeria 
testing, for example, to make sure that you are targeting the right plants, or are 
you still collecting it? 

Answer. The USDA’s Food Safety and Inspection Service (FSIS) has sufficient 
data to establish the plants’ ability to control risk, but the agency will continue to 
collect data on a daily basis. The data already on hand is historical, and the last 
12 months data can be used to calculate ability to control risk. The data the agency 
will collect in the future will give FSIS a snapshot of current conditions in establish- 
ments, as well as provide the agency with a measure of establishments’ ability to 
control risk that particular day. The data will allow FSIS to adjust plant inspection 
intensity in real-time, based on current data, thereby being more proactive instead 
of reactive by, for instance, increasing intensity after a recall. 

Specifically with regard to E. coli 0157:H7, Listeria monocytogenes, and Sal- 
monella sampling analysis, in calendar year 2003, FSIS conducted over 80,000 anal- 
yses of samples, and that number grew to almost 100,000 in CY 2006. These sam- 
pling data, particularly when combined with the other risk-based factors, provide 
FSIS with a very good picture of the food safety controls within regulated establish- 
ments. 

Question. Will risk-based inspection result in fewer food inspectors at processing 
facilities? 

Answer. Under a more robust risk-based inspection system for meat and poultry 
processing, USDA will continue using the same number of inspection program per- 
sonnel, spending the same amount of overall time conducting inspections. Risk- 
based inspection is about working smarter to protect public health by having inspec- 
tion personnel spend more time in the processing plants that need assistance and 
expertise. 

Question. What level of funding has been used so far to develop this program? 

Answer. FSIS has not dedicated a specific funding level for the risk-based inspec- 
tion initiative. However, some of the recent expenditures for this effort include pub- 
lic meetings and technical summits, employee meetings, meetings with the National 
Advisory Committee on Meat and Poultry Inspection, a contract with Resolve Inc., 
and other miscellaneous items. 

Question. Please provide a detailed explanation of the evaluation FSIS will under- 
take of the pilot risk-based inspection program before expanding it to further plants. 
How will you measure success or failure, and what are the parameters of that deter- 
mination? 

Answer. USDA’s Food Safety and Inspection Service (FSIS) intends to implement 
and review risk-based inspection for processing in a careful and deliberative man- 
ner. The perfect report card for the long-term would be a measured decrease of food 
borne disease and death. While FSIS is still in the process of developing how we 
intend to evaluate RBIS, in the near-term, FSIS will compare such measures as 
verified consumer food safety complaints, product recalls, and changes in the effec- 
tiveness of establishment risk controls between RBIS and traditionally-inspected es- 
tablishments. In addition, FSIS will be interviewing inspection program personnel, 
and the USDA’s Office of Inspector General will be continuing to audit the develop- 
ment and implementation of RBIS. 

Question. What role is turning off the PBIS inspection task scheduler playing in 
risk-based inspection in processing? Have there been circumstances when the PBIS 
scheduler has been turned off within the past 5 years, and if so, please identify 
those circumstances and the reasons for them. 

Answer. The Food Safety and Inspection Service (FSIS) will no longer use the Per- 
formance Based Inspection System (PBIS) database scheduler in the initial 30 proto- 
type processing locations under risk-based inspection. However, at that time, the 
agency will not discontinue the use of PBIS as a whole — only the scheduler. Proc- 
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essing inspectors at the prototype processing locations will continue to report their 
findings into the PBIS system, and these data will be analyzed on an on-going basis. 

In 2000, FSIS allowed District Offices the option of not scheduling the inspection 
procedures to be performed in a plant on a specific day. This change recognized that 
some establishments operate seasonally, such as plants that specialize in seasonal 
or holiday meats; some operate infrequently, such as one day per week; and some 
prepare products for inspection by FSIS and by the Department of Health and 
Human Services’ Food and Drug Administration on different days. This policy saves 
inspection program personnel time, since they do not have to check a “not per- 
formed” box for a day when an establishment is simply not producing FSIS-in- 
spected product. 

Question. The fiscal year 2008 budget proposal calls for the expenditure of funds 
during the last quarter of the fiscal year to cover the costs of training and relocation 
of staff when risk-based inspection in slaughter is implemented. How did the Agen- 
cy arrive at those figures? Does the Agency anticipate reductions in staff when risk- 
based inspection in slaughter is implemented? 

Answer. The agency’s goal is to begin to implement risk-based inspection for 
young chickens at slaughter plants during the last quarter of fiscal year 2008. For 
that to happen, FSIS will need to have a final rule in place. 

Implementation of risk-based inspection in slaughter facilities is projected to re- 
quire two weeks of training for Food Inspectors and one week for Consumer Safety 
Inspectors. Cost considerations include travel, per diem, supplies, and materials as 
well as backfill of frontline inspection personnel while employees are in training. 
These costs also include post-training meetings conducted by FSIS’ Technical Serv- 
ice Center employees to ensure consistent policy application. Other cost consider- 
ations include employee relocation expenses in accordance with Federal travel regu- 
lations. 

Risk-based inspection in processing establishments will not lead to reductions in 
the inspection program personnel workforce. Once it is implemented in the future, 
risk-based inspection for slaughter may result in a redistribution of the inspection 
workforce. 

Question. Does the Agency anticipate reductions in the overall inspection work- 
force as it implements both risk-based inspection in processing and slaughter? If it 
does, what role will attrition play in those reductions? Will the Agency be forced 
to reduce staffing through layoffs? 

Answer. Under a more robust risk-based inspection system for meat and poultry 
processing, USDA will continue using the same number of inspection program per- 
sonnel, spending the same amount of overall time conducting inspections. 

Risk-based inspection for slaughter will likely result in a redistribution of the in- 
spection workforce. Anyone who is employed by FSIS when risk-based inspection for 
slaughter is implemented and desires to keep working for the agency will continue 
to do so. Risk-based inspection is about working smarter to protect public health by 
having inspection personnel spend more time in the plants that need assistance and 
expertise. 

Question. What Notices and Directives has the Agency issued in preparation for 
the implementation of risk-based inspection in processing? What is the legal jus- 
tification for implementing risk-based inspection in processing without the need for 
formal rulemaking or a change in existing statutes? 

Answer. As of February 27, 2007, USDA’s Food Safety and Inspection Service 
(FSIS) has not issued any directives, but will issue a directive to personnel regard- 
ing the implementation of risk-based inspection at the thirty prototype processing 
locations in order to instruct employees on how they are to perform daily tasks. In 
addition, before implementing the nationwide risk-based inspection system for proc- 
essing, the agency will issue either an updated or new directive for personnel. I will 
have FSIS provide additional information explaining this rationale more thoroughly. 

[The information follows:] 

The Administrative Procedure Act (APA) (5 U.S.C. 511-599) is the law under 
which regulatory agencies, including FSIS create the rules and regulations nec- 
essary to implement and enforce the statute such as the Federal Meat Inspection 
Act, the Poultry Products Inspection Act, and the Egg Products Inspection Act. Sec- 
tion 553 of the APA, titled “Rule making” defines the procedures and specifies ex- 
emptions from rulemaking. Section 553(a) of the APA States that matters relating 
to agency management or personnel are not subject to rule making. Risk-based in- 
spection does not place new regulatory requirements on establishments that will be 
subject to this new inspection management strategy. What risk-based inspection 
does is determine which inspection tasks are to be completed by FSIS inspectors for 
specific establishments. This is a matter of agency management, and so is not sub- 
ject to rule making. 
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Even though rule making is not required, FSIS has engaged in, and plans to con- 
tinue to engage in, a public, transparent development process in devising its new 
management strategy. The agency believes that public involvement by its stake- 
holders will yield the best results and the best positive effects on public health in 
the end. As FSIS gains practical insights from prototyping risk-based inspection, the 
agency plans to adapt the system to changing circumstances and its evolving under- 
standing as to how best to manage inspection staff. 

Some of FSIS’ public participation activities used in the development of risk-based 
inspection include a two-day public listening session in October 2006, and three pub- 
lic sessions with the National Advisory Committee on Meat and Poultry Inspection 
to gather input. In addition, on April 2, 2007, FSIS will hold a public meeting to 
gather feedback on the proposed methodology to determine plant ability to control 
risk, and specifically how best to utilize noncompliance records. The agency will also 
hold another public meeting on April 5, 2007, to determine to how to improve attri- 
bution data. Public meetings are scheduled for April 25 and 30, 2007, to discuss how 
best to use establishment volume and establishment reported data, respectively, in 
the formulas for risk determination. 

Question. What is the status of the installation of the FSIS Automated Technology 
Suite (FACTS)? How is FACTS being used in the data collection for plants involved 
in the risk-based inspection in processing program? Please specify all the types of 
recorded data available to the Agency that will be considered in making decisions 
for risk-based inspection. For example, the Agency plans to use information on Non- 
compliance Records (NRs) — what specific information is available on a NR that will 
be factored into RBI decisions? 

Answer. The Food Safety and Inspection Service’s (FSIS) Automated Technology 
Suite (FACTS) applications have been incorporated into the Public Health Data 
Consolidation business case. When fully funded, this will allow FSIS to continue 
building an information technology system that is modernized to consolidate data 
into one data warehouse system and process and analyze this data through trans- 
actional systems. With this initiative FSIS will be able to gather data efficiently, 
increase data integrity and security, and expedite analysis of all FSIS data. 

The data from the processing plants that has already been gathered, along with 
risk-based inspection data to be gathered, will be stored and utilized through the 
data warehouse system described above. 

Since FSIS inspection program personnel are in each plant every day, the agency 
has the necessary data to institute an enhanced risk-based inspection system in 
processing establishments. In addition to considering the inherent risk of product, 
as well as its volume, FSIS will use seven key factors to specifically determine a 
plant’s ability to control risk: food safety recalls; verified food safety consumer com- 
plaints; noncompliance records that are significant to public health, enforcement ac- 
tions FSIS has taken against establishments, ready-to-eat and E. coli 0157:H7 sam- 
pling results, ready-to-eat Listeria monocytogenes control alternatives, and a plant’s 
Salmonella verification category. For more information on how FSIS will measure 
risk in 30 prototype processing establishments, visit the agency’s Web site at http:// 
www.fsis.usda.gov/Regulations & Policies/RBI Meeting 040207/index, asp. 

FSIS FOOD INSPECTORS 

Question. Please provide vacancy rates for food inspectors by district. Please pro- 
vide a breakdown of FSIS inspectors and plant responsibility over the past 5 years. 

Answer. As of February 27, 2007, the inspection work force has increased by 139 
positions since the end of fiscal year 2006. These are potential new employees who 
have passed background checks, had satisfactory interviews, and have agreed to a 
start date. At any given time, tbe Food Safety and Inspection Service (FSIS) shows 
a vacancy rate due to a lag in hiring, attrition, difficulty in recruiting in some re- 
mote areas, difficulty in recruiting in some high income locations, and retirement. 
To meet current demand, FSIS projects that we would have 7,500 in-plant personnel 
by the end of the fiscal year. The information is provided for the record. 

[The information follows:] 

IN-PLANT OFF-LINE VACANCY DATA 1 

[As of February 27, 2007] 


District 

Positions 

Employment 

Current Value 
Rate (percent) 

Alameda 

Denver 

275.00 

278.00 

229.00 

253.00 

16.73 

8.99 
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IN-PLANT OFF-LINE VACANCY DATA ‘—Continued 

[As of February 27, 2007] 


District 

Positions 

Employment 

Current Value 
Rate (percent) 

Minneapolis 

185.00 

167.00 

9.730 

Des Moines 

259.00 

236.00 

8.88 

Lawrence 

227.00 

206.00 

1 9.25 

Springdale 

313.00 

286.00 

8.63 

Dallas 

229.00 

183.00 

20.09 

Madison 

148.00 

140.00 

5.41 

Chicago 

278.00 

234.00 

15.83 

Philadelphia 

281.00 

259.00 

7.83 

Albany 

254.00 

214.00 

15.75 

Beltsville 

190.00 

170.00 

10.53 

Raleigh 

261.00 

233.00 

10.73 

Atlanta 

333.00 

297.00 

10.81 

Jackson 

Total 

317.00 

296.00 

6.6296 

3,828.00 

3,403.00 

11.10 


1 Talmadge/Aiken (T/A) plants are not included. 


ON-LINE (SLAUGHTER) VACANCY DATA 

[As of February 27, 2007] 


District 

Positions 

Employment 

Current Vacancy 
Rate 

Alameda 

209.00 

175.00 

16.27 

Denver 

220.00 

187.00 

15.00 

Minneapolis 

164.00 

141.00 

14.02 

Des Moines 

413.00 

373.00 

9.69 

Lawrence 

334.00 

313.00 

6.29 


453.00 

431.00 

4.86 

Dallas 

337.00 

309.00 

8.31 

Madison 

104.00 

90.00 

13.46 

Chicago 

169.00 

141.00 

16.57 

Philadelphia 

142.00 

126.00 

11.27 

Albany 

33.00 

25.00 

24.24 

Beltsville 

275.00 

255.00 

7.270 

Raleigh 

504.00 

456.00 

9.52 

Atlanta 

509.00 

450.00 

11.59 

Jackson 

612.00 

576.00 

5.88 

Total 

4,478.00 

4,048.00 

9.60 


Note: It is important to note that the total number of field inspection staff identified above cannot be compared with the total number of 
“field staff” in an exhibit of FSIS’ fiscal year 2008 Explanatory Notes entitled: “Permanent Positions by Grade and Staff Year Summary -2006 
Actual and Estimated 2007 and 2008.” The field staff identified above relate to the inspection personnel whereas the “field staff” in the 
“Permanent Positions by Grade and Staff Year Summary — 2006 Actual and Estimated 2007 and 2008” exhibit relate to all FSIS staff outside 
of the Washington, D.C. area (e.g., Technical Service Center staff in Omaha, Nebraska, Financial Processing Center in Urbandale, IA, lab per- 
sonnel in the three FSIS laboratories, etc.) 


INPLANT POSITION AND EMPLOYMENT FIVE YEAR HISTORY 1 



On-Line 

Off-Line 

Enforcement, In- 
vestigation Anal- 
ysis Officer/Com- 
pliance Officer 

Public Health 
Veteri na ri ia n/Vet- 
erinarian Medical 
Officer 2 



Sla-07 

CSI 08-10 

Total 




GS 12-13 

GS 11-13 


Available Positions 

Fiscal Year 03 

3,952 

3,491 

189 

992 

8,624 

Fiscal Year 2004 

3,652 

3,749 

195 

983 

8,579 

Fiscal Year 05 

3,547 

3,608 

212 

995 

8,362 

Fiscal Year 06 

3,509 

3,556 

215 

966 

8,246 

Fiscal Year 07 2 

3,518 

3,610 

202 

964 

8,294 
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INPLANT POSITION AND EMPLOYMENT FIVE YEAR HISTORY 1 — Continued 



On-Line 

Off-Line 

Enforcement, In- 
vestigation Anal- 
ysis Officer/Com- 
pliance Officer 

Public Health 
Veterinariian/Vet- 
erinarian Medical 
Officer 2 



Sla-07 

CSI 08-10 

Total 




GS 12-13 

GS 11-13 


Employment 

Fiscal Year 03 

3,310 

3,226 

189 

838 

7,563 

Fiscal Year 2004 

3,302 

3,090 

195 

850 

7,437 

Fiscal Year 2005 

3,217 

3,150 

188 

831 

7,386 

Fiscal Year 2006 

3,158 

3,183 

185 

793 

7,319 

Fiscal Year 20071A 3 

3,147 

3,181 

183 

772 

7,283 


1 T/Apositions are not included. 

2 Includes VMS. 

3 Current as of 2/27/2007. The end of fiscal year projected employment is 7,500. 


OTHER THAN PERMANENT— STAFF YEARS 


2003 . 

2004 . 

2005 . 

2006 . 
1 2007 


1 Planned OTP usage. 


Years 


Usage 


438 

377 

310 

298 

360 


RISK MANAGEMENT AGENCY 

Question. Is RMA developing any new products to serve regions of the country 
that currently have few, if any, options for risk management? If so, please explain 
them. 

Answer. The Risk Management Agency (RMA) has undertaken an evaluation of 
its product portfolio to identify gaps in availability, particularly with respect to un- 
derserved crops and/or regions. This evaluation found that, with few exceptions, 
crop insurance coverage is generally available for the most economically significant 
crops in the underserved regions. This result is consistent with the conclusions of 
a recent independent evaluation of RMA’s product portfolio. This suggests that RMA 
should place greater emphasis on improving currently available products to provide 
more effective risk management protection, and target efforts on the development 
of new products towards filling the few remaining gaps. RMA is currently con- 
ducting comprehensive evaluations of several crop programs to identify areas for im- 
provement, particularly among underserved regions. 

In addition, RMA has implemented several new products, most notably Adjusted 
Gross Revenue (AGR), Adjusted Gross Revenue-Lite (AGR-Lite), and two Pasture, 
Rangeland and Forage (PRF) pilot programs. The AGR, AGR-Lite and PRF pro- 
grams are particularly oriented to producers for whom traditional crop insurance 
products were either impractical, or did not provide effective risk management pro- 
tection. In addition, over twenty pilot programs are currently active that pertain to 
specialty crops, including pilot programs for processing chili peppers, Hawaii Trop- 
ical Fruit, and Florida Fruit Trees. RMA also has ongoing development efforts for 
a revenue insurance product for certain specialty crops, as well as an umbrella 
weather-peril product that could provide effective coverage for certain crops with 
relatively limited market value. Additional risk management tools are developed 
through partnership agreements that impact underserved producers. These partner- 
ship agreements deal with a wide range of topics including the development and un- 
derstanding of markets, pest and disease control, and water management. 

The Crop Insurance Board also accepts private sector submissions that allows per- 
sons to develop and submit for approval their own products targeted to specific risk 
management needs. 


NATIONAL ANIMAL IDENTIFICATION SYSTEM 

Question. What is the status of the development of a National Animal Identifica- 
tion System? 
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Answer. The National Animal Identification System is composed of three compo- 
nents: premises registration, animal identification, and animal tracing. Premises 
registration is the foundation of the program. As of March 12, 2007, all 50 States, 
60 Tribes, and 2 U.S. Territories are capable of registering premises according to 
USDA standards, and approximately 378,000 locations have been registered. 

Significant progress has also been made on the second component of NAIS, animal 
identification. As of March 12, 2007, approximately 1 million Animal Identification 
Number devices have been distributed. 

The third component of the NAIS, animal tracing, is currently under development 
with the help of USDA’s industry and State partners. Industry, through private sys- 
tems, and States will manage the animal tracing databases that maintain the move- 
ment records of animals. Full deployment of the Animal Trace Processing System 
is planned for the near future. 

Question. If such an animal identification system is made voluntary, what effect 
does APHIS anticipate that will have on participation? What efforts will be made 
to encourage participation? 

Answer. Participation in the NAIS is voluntary. The USDA remains committed 
to building upon our strong partnership with the States and industry to meet pro- 
ducers’ needs and establish a versatile system that makes sense for everyone. 

Moving forward with this voluntary approach has allowed producers the oppor- 
tunity to test the program and recommend the most practical solutions for a more 
effective system. In this sense, producers themselves are playing an active role in 
helping to shape the NAIS program so that it works well for their particular needs. 
Additionally, a voluntary NAlS allows for the best price competition between service 
providers (identification device manufacturers, database providers, etc.) and leaves 
room for market applications (such as age/source/process verification) to help drive 
the system. 

To encourage participation, USDA has provided funding to facilitate development 
and implementation of an efficient system, and flexibility to adapt to producers’ op- 
erations and needs. On February 2, 2007, USDA published a request for proposals 
from nonprofit organizations that wish to enter into cooperative agreements with 
USDA to advance premises registration. USDA will make up to §6 million available, 
subject to the availability of funding, for the cooperative agreements. These coopera- 
tive agreements will support the efforts of such organizations to promote the NAIS 
and, specifically, increase participation in premises registration — the foundation of 
the program. 


INVASIVE SPECIES 

Question. Please provide a list of current plant and animal invasive species, 
ranked by their threat level. What is APHIS’ short and long-term plans to deal with 
these? 

Answer. The Administration has not ranked invasive species by threat level. 
Invasive species that APHIS addresses include, but are not limited to, the programs 
focused on cattle fever tick, Mediterranean fruit fly, emerald ash borer, potato cyst 
nematode, sudden oak death, citrus diseases, brucellosis, pseudorabies, and chronic 
wasting disease. APHIS addresses each of these threats as resources allow. 

Over the long term, APHIS develops response plans for exotic pests and diseases 
that have the potential to cause significant economic or environmental damage and 
uses its safeguarding system, which involves prevention, detection, and manage- 
ment components, to protect U.S. agriculture. Under the Pest and Disease Exclusion 
mission area, APHIS works to prevent exotic pests such as cattle fever tick and 
Mediterranean fruit fly from entering the United States. These and other pests have 
direct pathways into the United States. APHIS takes action at U.S. borders or in 
other countries to mitigate the risks associated with them. 

Under the Monitoring and Surveillance mission area, APHIS conducts plant pest 
surveys, animal health surveillance, and other activities designed to detect exotic 
plant pests and foreign animal diseases if they are present so that we can deal with 
them quickly if needed. These programs target a changing list of high-risk plant 
pests depending on trade and travel pattern and outbreaks in other countries. These 
programs also conduct intensive monitoring and emergency preparedness efforts. 
APHIS analysts follow animal and plant health situations around the world and fre- 
quently adjust monitoring and surveillance efforts and pest and disease exclusion 
priorities to safeguard U.S. agriculture and natural resources from high-risk pests 
and diseases. 

APHIS also works to control or eradicate high priority invasive species through 
programs in the Pest and Disease Management area, including, but not limited to, 
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emerald ash borer, potato cyst nematode, sudden oak death, several citrus diseases, 
brucellosis, pseudorabies, and chronic wasting disease. 

AGRICULTURAL MARKETING SERVICE 

Question. We have heard several reports of genetically modified material getting 
into crops intended for commercial sales, the most well-known being rice. What has 
the economic effect been of instances such as this? 

Answer. The economic effect can be reductions in seed available for planting and 
potential trade restrictions. For example, two popular long grain rice varieties can 
no longer be planted for commercial production due to the presence of genetically 
modified material. The value of certified seed of these varieties produced in 2006 
for planting in 2007 is estimated to be $39 million. 

GENETICALLY MODIFIED MATERIALS IN COMMERCIAL CROPS 

Question. How is AMS, and USDA overall, working to prevent the introduction 
of genetically modified materials into crops intended for commercial sales? 

Answer. The Animal and Plant Health Inspection Service (APHIS) is involved in 
regulation of the biotechnology industry. Various measures are used in authorized 
field tests to ensure that genetically engineered organisms are confined to the test 
site. The measures include isolation distances to mitigate cross pollination with 
other crops and weedy relatives, cleaning of farm equipment to mitigate the inad- 
vertent spread of seed, timely disposition of the field test, and post-harvest moni- 
toring for volunteers. To ensure compliance, inspections of the test site, facilities, 
and records are conducted. Once a crop is deregulated, that crop is considered no 
different than conventional crops and may be planted without restrictions from 
APHIS. 

For organic products, regulations of AMS’ National Organic Program prohibit the 
use of genetically modified organisms in organic production. Accredited certifying 
agents review organic production and handling plans before certified organic produc- 
tion begins to ensure that no genetically modified organisms are used in production 
and that handling procedures protect organic products from contact with genetically 
engineered materials. Penalties are in place for intentional disregard of the regula- 
tions. 


VALUE-ADDED GRANTS 

Question. Funding has been provided for Value-Added Agricultural Product Mar- 
ket Development Grants since the Agricultural Risk Protection Act of 2000. Ample 
time has elapsed to evaluate the effectiveness of this program. 

Please describe the types of products that have been funded. 

Answer. A wide variety of projects are funded, including value added products 
made from meat, dairy products, grains, fruits and vegetables, oilseeds, and renew- 
able energy sources. Grant funds totaling $150,000 were used as working capital for 
the start up phase of a new tilapia production facility where the fish will be raised 
and processed into fillets. Other types of products include wine, compost made from 
diary waste, wind energy, soy-flour, identity-preserved yogurt, dehydrated apple 
slices, and branded cuts of beef. 

Question. Are these products becoming marketable and sustainable? 

Answer. Information about the long-term sustainability became available early 
this year from a study that the University of Missouri has done. The study indicates 
that approximately 60 percent of the projects funded resulted in a marketable prod- 
uct. 

Question. What are the outcome measures that are being used to determine the 
success of this program? 

Answer. Several measures evaluating the program are in place, including the 
number of jobs created, the increase in producer revenue due to the project, the in- 
crease in customer base due to the project, and the sustainability of the business 
receiving the grant. 

Question. How many grants and how much funding has been provided to energy- 
related projects? 

Answer. Since 2001, 155 grants have been made for energy-related projects, total- 
ing $25.2 million. 

Question. How successful are these energy-related projects and how do you define 
success? 

Answer. We define the success of energy-related projects in the same way as for 
other project types — we consider any project that resulted in a marketable product 
to be successful. We estimate that approximately 48 percent of energy related 
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projects resulted in a marketable product. This compares to 60 percent success in 
projects over all for the value added program. 


Questions Submitted by Senator Tom Harkin 

AGRICULTURE QUARANTINE AND INSPECTION 

Question. In 2002, agriculture inspectors who protect our Nation from invasive 
species and pests at ports of entry were transferred from USDA to the Department 
of Homeland Security (DHS). Consequently, now USDA is responsible for creating 
the policy for agriculture inspections at ports of entry but DHS is responsible for 
the implementation of that policy. 

Secretary Johanns, can you tell me how much control USDA still has over the ag- 
riculture inspectors at ports of entry? 

Answer. In order to fulfill the requirements of the Homeland Security Act of 2002, 
USDA and DHS entered into a memorandum of agreement (MOA) which specified 
the roles of the Animal and Plant Health Inspection Service (APHIS) and the Cus- 
toms and Border Protection (CBP). Through this MOA, CBP conducts the majority 
of the front line activities. APHIS provides training, risk assessment, and technical 
support. 

Question. A Government Accountability Office (GAO) report that came out last 
year noted that agriculture inspectors’ morale is low, their rates of interception of 
potentially harmful material is low, and that there are fewer canine units per- 
forming inspections. Can USDA do anything to improve these problems, or is this 
responsibility now entirely in the hands of DHS? 

Answer. After the issues were highlighted by GAO, the Animal and Plant Health 
Inspection Service within USDA and the Customs and Border Protection within 
DHS instituted quarterly face-to-face meetings. These meetings occur at both the 
technical level and managerial level. These meetings ensure transparency and are 
a forum for addressing present and future issues. 

Question. What would be the positive and negative impacts in transferring these 
inspectors back to USDA from DHS? 

Answer. The USDA supports the President’s decision to transfer inspectors from 
the USDA to DHS. This decision allowed for the creation of a consolidated border 
inspection organization which provides information sharing, streamlined services, 
cross-training among specialists, and innovative techniques that were not possible 
when border inspection was the responsibility of three separate agencies. Rather 
than limiting agricultural inspection to a relatively small cadre of specialized inspec- 
tors, DHS greatly expanded the number of inspectors who can screen air passengers 
and vehicles at land border crossings for prohibited agricultural products. 

U.S. FOREIGN FOOD ASSISTANCE 

Question. As a result of continuing food crises in Africa and elsewhere, Congress 
has been obliged to provide additional emergency funding for Title II international 
food aid above and beyond appropriated levels for the last several years. 

Why has the Administration been unwilling to acknowledge that increased de- 
mand for emergency food assistance has persisted, and not requested funding above 
the recent levels of $1.2 billion for Title II in the fiscal 2008 budget proposal? 

Answer. The 2008 budget request reflects a careful prioritization among the com- 
peting demands for international humanitarian assistance. It is also important to 
understand that emergency food needs are difficult to predict in advance, especially 
given the complex nature of evolving, rapidly changing conflicts and the unpredict- 
ability of rainy seasons in drought-prone areas. 

Nevertheless, the 2008 budget does support our commitment to addressing the 
most severe and critical emergency food aid needs. And should unanticipated needs 
arise, the Bill Emerson Humanitarian Trust is available to ensure we can respond 
to them. 

Question. The USDA policy with respect to the Bill Emerson Humanitarian Trust, 
at least as indicated in the budget summary document for fiscal 2008, is that up 
to 500,000 tons of food is available annually for unanticipated emergency food as- 
sistance. Since the Emerson Trust now has commodity reserves of about 800,000 
tons, that would last less than 2 years. When does the Administration plan to ask 
for funds to replenish the Trust? 

Answer. The Trust currently holds 915,000 metric tons of wheat and $107 million 
of cash. Based on a current price of hard red winter wheat of about $216 per metric 
ton, that cash equates to approximately 495,000 metric tons of wheat. That amount, 
combined with the 915,000 metric tons of wheat held in the Trust, provides a total 
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tonnage of just over 1.4 million metric tons. Wheat is not the only commodity that 
might be needed in an emergency, of course, but because it is used so frequently 
in overseas feeding programs, it provides a good illustration of the level of the 
Trust’s resources. 

At this time, the Administration is not planning to request funds to replenish the 
Trust. However, in 2 recent years, $20 million was transferred annually from the 
Public Law 480 program to the Commodity Credit Corporation as reimbursement 
for commodities previously released from the Trust, and those funds were, in turn, 
assigned to the Trust. The Administration may consider future transfers of Public 
Law 480 funds that can be used to replenish the Trust, but current statutory au- 
thorities preclude annual reimbursement and replenishment above the $20 million 
level. 


CROP INSURANCE 

Question. Wouldn’t the Department’s request to utilize mandatory funds to cover 
data mining and computer hardware costs cover some of the same costs that the 
user fee proposal would pay for? 

Answer. No. The data mining operation is conducted on separate IT systems than 
those that would be funded through the user fee proposal. The existing IT system 
used by the Risk Management Agency (RMA) is outdated and is not capable of con- 
ducting the data mining activities. Consequently, RMA contracts with Tarleton 
State University to perform the data warehousing and data mining activities man- 
dated by Congress. 


NATIONAL VETERINARY MEDICAL SERVICES ACT 

Question. In 2003 Congress passed the National Veterinary Medical Services Act 
to address the shortage of large animal veterinarians across the country. Four years 
later the regulations have yet to be issued for this program even though Congress 
has appropriated $1 million for the program. At last year’s agriculture appropria- 
tions hearing, you said the regulations would be done in 18 months. 

When can we expect to see USDA release the regulations for this program? 

Answer. We plan to publish a Final Rule delegating the National Veterinary Med- 
ical Services Act program to CSREES in the Federal Register on March 19, 2007. 
Although there are additional administrative steps that must be completed prior to 
the distribution of funds, a framework for the program has been developed by 
CSREES. 


CONSERVATION SECURITY PROGRAM 

Question. As part of the Continuing Resolution for fiscal year 2007, it is my un- 
derstanding that the CSP includes a funding cap that will result in farmers and 
ranchers receiving a pro-rated reduced payment for contract modifications, which 
they are required to complete despite reduced payment. 

How much of a reduction from the contract level will producers have to accept? 
Is there consideration of giving farmers the option of delaying their compliance with 
the modified contract if the Federal Government is not living up to its side of the 
bargain to make payment? If a farmer receives a partial CSP payment this year, 
will USDA pay the rest of the balance next year (or out of any supplemental funding 
provided in fiscal year 2007)? 

Answer. Unmodified contracts and those that were modified but did not exceed 
their 2006 payment level, are fully funded in 2007. Participants with 2007 contract 
obligations that exceeded their 2006 level will receive just over half of the amount 
above what they received in 2006. 

If the producer is not in compliance with the modified contract, the State Con- 
servationist has the flexibility, on a case by case basis, to make adjustments to the 
participant’s contract. 

CSP is annually funded and payments will be made up to the level of funding 
made available by Congress. 

APPROPRIATE TECHNOLOGY TRANSFER FOR RURAL AREAS 

Question. In 1985, Congress authorized the implementation of a sustainable agri- 
culture information service, Appropriate Technology Transfer for Rural Areas 
(ATTRA), to provide technical assistance and information to farmers, ranchers, ex- 
tension agents, educators and others involved in sustainable agriculture. ATTRA 
now supports more than 20 agricultural specialists working in six locations across 
the Nation. I strongly urge USDA to not consider ATTRA an earmark given it was 
authorized in the 1985 farm bill. 
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What will USDA do to ensure ATTRA’s funding level remains intact for fiscal year 
2007? 

Answer. Under the first Continuing Resolution $936,000 was obligated in 2007 for 
ATTRA compared to about $2.5 million that was provided in 2006. The revised Con- 
tinuing Resolution reduced funding for rural cooperative development grants and no 
further funding was provided for ATTRA. No funding is included in the 2008 budget 
request for ATTRA, although the budget request does include funding for similar 
competitive grants. 


Questions Submitted by Senator Byron L. Dorgan 

ARS RESEARCH FUNDING 

Question. Secretary Johanns, in your statement you describe how the President’s 
fiscal year 2008 budget request for USDA meets the challenges of the agricultural 
community by “funding our highest, most important priorities.” That is why I was 
disappointed to see harsh cuts to important agricultural research across the country, 
particularly in North Dakota. 

The President’s fiscal year 2008 budget cuts research at the Fargo and Mandan 
ARS Centers. These cuts include research into wheat and barley scab, sclerotinia — 
a white mold disease that wilts or rots broadleaf crops, and precision agriculture. 

Can you please explain why these research programs are singled out for cuts in 
the fiscal year 2008 budget? 

Answer. The 2008 Budget for ARS proposes to discontinue funding for a number 
of research projects added by Congress that provide mostly localized benefits and 
do not have a nationwide impact. Doing so will enable the Department to focus lim- 
ited resources on higher priority research and on addressing important national 
goals such as emerging and exotic diseases of plants and animals, renewable energy 
and obesity. 


NATIONAL ANIMAL HEALTH LABORATORY NETWORK FUNDING 

Question. The National Animal Health Laboratory Network (NAHLN) was estab- 
lished to create a greater infrastructure that enabled a rapid and adequate response 
to animal health emergencies. In addition to protecting animal health and the agri- 
culture industries, these labs also play an important role in protecting public health. 

The Network was started with 12 “pilot labs” around the country, and has since 
been expanded to include diagnostic labs from virtually every State. My State of 
North Dakota is a full partner in the network and is certified to respond in four 
areas, including avian influenza (AI), exotic Newcastle disease (END), foot and 
mouth disease (FMD), and classical swine fever (CSF). 

Of the funding provided for the NAHLN, some goes to maintain the 12 pilot labs, 
and the rest is distributed to some of the remaining diagnostic labs. It appears that 
there are inadequate resources going into the NAHLN to adequately fund all par- 
ticipating labs or support the infrastructure that was created. 

Will the President’s fiscal year 2008 budget request for NAHLN support some op- 
erating or structural costs of each participating diagnostic lab (as supported by the 
American Veterinary Medical Association, the American Association of Veterinary 
Laboratory Diagnosticians, and the National Institute for Animal Agriculture)? 

Answer. The NAHLN is a cooperative effort between the Animal and Plant Health 
Inspection Service (APHIS) and the Cooperative State Research, Education, and Ex- 
tension Service (CSREES). CSREES provides infrastructure support to the 12 
NAHLN pilot labs, while APHIS provides infrastructure support to other labora- 
tories in the network as funds become available. 

APHIS’ fiscal year 2008 budget request will support upgrading three laboratories 
to biosafety level (BSL)-3 requirements. The agency is currently conducting disease 
risk assessments to determine the highest priority labs for the upgrade. The assess- 
ment will determine those areas that have the greatest risk of the introduction of 
a disease for which diagnostics would require this level of bio-security. 


Questions Submitted by Senator Richard J. Durbin 

FRESH FRUIT AND VEGETABLE PROGRAM IN SCHOOLS 

Question. With the President’s Budget request, how many new States will be able 
to join the Fresh Fruit and Vegetable Snack Program this year? 

Answer. The Department is not proposing to expand the Fresh Fruit and Vege- 
table Program. Instead, our Farm Bill proposal would increase mandatory spending 
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for fruits and vegetables in the National School Lunch and School Breakfast Pro- 
grams by $500 million over 10 years. In addition, the Farm Bill proposal would in- 
crease section 32 spending on fruits and vegetables by $2.75 billion over 10 years, 
some of which would likely go to schools. The Department considered a range of ap- 
proaches to increase the availability of fruits and vegetables in schools, and ulti- 
mately selected this approach because it has the potential to increase fruit and veg- 
etable access to the greatest number of school children. 

The Administration is committed to increasing fruit and vegetable consumption, 
given their importance to health and the specific recommendations of the Dietary 
Guidelines for Americans. Increased funding for fruits and vegetables in the school 
programs will help support the Administration’s implementation of the 2005 Dietary 
Guidelines for Americans in the more than 31 million lunches served every school 
day. 

Question. Is there a set of selection criteria at USDA for admittance to the pro- 
gram? 

Answer. Almost all of the States currently participating in the Fresh Fruit and 
Vegetable Program were designated by Congress. Since the Department is not pro- 
posing to expand the Fresh Fruit and Vegetable Program, we have not developed 
selection criteria for additional States. 

Question. Which States are poised to be accepted to the program soonest? 

Answer. The Department is aware that a number of additional States have ex- 
pressed interest in participating in the Fresh Fruit and Vegetable Program. The 
program has been well received by students and by State and local school adminis- 
trators in those places where it currently operates. However, we believe that the 
policy emphasis is best placed on our Farm Bill proposals. The Administration’s 
Farm Bill proposals have the potential to increase fruit and vegetable access to 
school children in every State. 

BROADBAND AND DISTANCE LEARNING AND TELEMEDICINE FUNDING 

Question. The President’s Budget decreases funding for the set of broadband pro- 
grams housed at USDA Rural Utilities Service (RUS). The budget proposes to cut 
the Distance Learning, Telemedicine, and Broadband Program from $85 million in 

2006 (actual) to $31 million (fiscal year 2008 Budget). Grants are cut from $70 mil- 
lion in fiscal year 2006 (actual) to $25 million (fiscal year 2008 Budget). Total direct 
loan levels are decreased from $1,155 billion in fiscal year 2007 (estimated) to $300 
million (fiscal year 2008 Budget). Direct loans for distance learning and telemedi- 
cine are eliminated entirely, from a level of $156 million in fiscal year 2007 (esti- 
mated). 

Can you explain the reasons why funding levels for these programs were de- 
creased? 

Answer. The distance learning and telemedicine program has received only a few 
applications for loans since the program was established a number of years ago. The 
2008 budget maintains the grant portion of the program at its current level of about 
$25 million although it does not include funding for other broadband grant pro- 
grams for which about $20 million is available for 2007. The 2008 budget also in- 
cludes funding for $300 million in broadband loans which is expected to be enough 
to meet the needs of those rural communities that have no or only limited access 
to broadband services. 

Question. How do these decreases fit within the President’s stated policy objective 
of making broadband universal and affordable by 2007? 

Answer. USDA is providing a sufficient level of funding to meet the expected de- 
mand for loans. Moreover, program regulations are being revised to focus on areas 
that do not already have existing broadband providers. These revisions are expected 
to improve the performance of meeting the President’s goal of universal and afford- 
able service budget. 

Question. Are there alternative funding streams or mechanisms in the President’s 
Budget that make up for these decreased funding levels? 

Answer. Currently the USDA’s telecommunication loan programs finance tech- 
nology that supports Broadband ready capabilities. Further, the Administration’s 

2007 Farm Bill proposal addresses the need for enhancing rural infrastructure by 
providing an additional $500 million over 10 years. Both the broadband access and 
the distance learning and telemedicine programs are included among the programs 
that would be eligible for this funding. 

Question. Last, have you heard of Connect Kentucky’s work mapping broadband 
networks and increasing build out and demand in rural areas, and would you be 
interested in looking at ways the Department could work to facilitate similar work 
in other States and regions? 
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Answer. I understand that Connect Kentucky was recently recognized by the Eco- 
nomic Development Agency for excellence in innovation. It is a model for State-wide 
commitment for using technology to address economic opportunities and quality of 
life. Most importantly, it has an advisory board consisting of a wide range of public 
and private sector partners. I would encourage anyone with an interest in rural de- 
velopment to visit its website for more information. 

RURAL DEVELOPMENT HOUSING PROGRAMS 

Question. The President’s Budget contains significant modifications to the rural 
housing programs run through USDA Rural Development (RD). 

Can you please provide detailed information to assure me that USDA RD’s overall 
loan activity in the area of housing would not decrease if these policy proposals were 
enacted into law? 

Answer. The 2008 budget provides for over $5 billion in housing loans, which is 
slightly higher than the amount available for 2007. In 2007 the total single family 
housing homeownership lending available was $4.7 billion ($1.1 billion for direct 
loans and $3.6 billion for guarantees). Historically, RHS has offered both direct and 
guaranteed homeownership loans. Beginning in 2008 however, RHS will only offer 
guaranteed loans. The budget provides no funding for the 502 direct single family 
housing loan program, but total lending for single family housing homeownership 
loans will be $1 million higher then in 2007 at $4.8 billion. The direction of Rural 
Development’s single family housing mortgage assistance over the last two decades 
has been towards guaranteed loans. Solely utilizing guarantees for single family 
housing mortgage is consistent with the other Federal homeownership programs. In 
fact, there are no Federal single family direct loan homeownership programs for 
urban areas. 

Furthermore, financial markets have become more efficient and increased the 
reach of mortgage credit to lower credit qualities and incomes. While there are still 
rural areas with “pockets of need”, these areas are shrinking as improvements and 
innovations in the banking industry take hold, use of Fannie Mae and Freddie Mac 
grows, and lending through the internet have become more prevalent. Therefore, 
utilizing the private banking industry to provide this service, with a guarantee from 
the Federal Government, is a more efficient way to deliver that assistance. 

The demand for Rural Development’s single family housing guaranteed loan pro- 
gram has been consistently strong both among borrowers and private lenders. We 
have no reason to expect a change to this in 2008 and are confident that with the 
requested level of funding for guaranteed loans, RHS will be able to facilitate the 
dream of homeownership to more rural residents than we did in 2007. 

Question. What motivated the policy proposal of decreasing direct loan activity to 
the area of guaranteed loans — are there differentials in default rates or other oper- 
ational aspects that inspired the policies? 

Answer. No other Federal agency offers direct loans for single family housing. So 
the decision was made to conform to a consistent Federal policy on the type of as- 
sistance to provide in promoting homeownership. Further, guaranteed loans have 
accounted for almost all the growth in our program activity since the mid 1990’s 
and borrowers with very low and low incomes account for 30 percent of this activity. 
Default rates for both direct and guaranteed loans have been relatively low, al- 
though this was not a factor in the decision. 

Question. Currently, what is the difference in the terms and rates offered to appli- 
cants on average through the direct loan versus the loan guarantee program, and 
would the President’s policies negatively affect RD housing loan applicants? 

Answer. In short, the difference is that interest rates on direct loans may be sub- 
sidized down to 1 percent and there are no fees, while the interest rates on guaran- 
teed loans reflect the market rate and there is a one-time fee which is currently set 
at 2 percent and proposed to be increased to 3 percent in the 2008 budget. 

USDA recognizes that guaranteed loans are more costly to borrowers than direct 
loans and is examining alternatives for proposed legislation to provide a subsidy to 
soften the difference. Specifically to help replace the loss of assistance for mortgage 
credit from the direct loan program, the Administration expects to propose legisla- 
tion to authorize a subsidized guaranteed single family housing program. 

CONSERVATION RESERVE PROGRAM 

Question. In terms of conservation, the Budget proposes to eliminate new enroll- 
ments in the Conservation Reserve Program (CRP) in 2007 and 2008. The economics 
of high commodity prices will play a significant role in landowner decisions to re- 
enroll in the program. 
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Given these higher prices and higher motivation not to participate in CRP as well 
as the Administration’s 2007 Farm Bill conservation recommendations, why is the 
Administration proposing no new sign ups in 2007 and 2008? 

Answer. As you point out, higher commodity prices will probably dissuade many 
landowners from participating in the CRP. For this reason, the Administration’s 
budget baseline does not assume a general sign-up for 2007 or 2008. However, con- 
tinuous sign-up of high-priority buffers, wetlands and other initiatives, as well as 
the Conservation Reserve Enhancement Program, will continue and USDA encour- 
ages farmers and ranchers to consider these opportunities. We are closely moni- 
toring interest in CRP re-enrollment, planting projections, and supply-demand situ- 
ations for various commodities to determine the most appropriate future actions in 
administering the CRP. 


NRCS TECHNICAL ASSISTANCE FUNDING 

Question. Also, I have been concerned to see USDA Natural Resources Conserva- 
tion Service (NRCS) technical assistance (TA) funding decrease. The fiscal year 2008 
Budget proposes to cut TA from $708 million in fiscal year 2007 (estimated) and 
$727 million in fiscal year 2006 (actual) to $689 million in fiscal year 2008 (pro- 
posed). 

How is NRCS supposed to support higher program activities when its TA alloca- 
tion is being cut? 

Answer. Higher priority program activities within NRCS will continue to be sup- 
ported in 2008. The decrease in conservation technical assistance (CTA) that you 
reference in your question represents amounts for Congressional earmarks in the 
CTA account and reflects the realignment of the Administration’s conservation pri- 
orities. 

It should be noted that NRCS also provides technical assistance to producers 
through other discretionary programs as well as through mandatory programs au- 
thorized in the current Farm Bill. Our 2007 Farm Bill proposals significantly in- 
crease funding for conservation programs and include the technical assistance com- 
ponent needed to implement these programs. 

BSE SURVEILLANCE 

Question. In 2004, USDA boosted BSE testing. Over a period of 18-months, a total 
of 759,000 cattle were tested and two additional cases of BSE were detected. USDA 
has relied on this data to prove that BSE is rare in the United States; however, 
USDA’s Inspector General criticized the expanded testing program. The IG noted 
that because the expanded program was voluntary, the testing might not have cap- 
tured a representative sample of the Nation’s herd. 

Last year, USDA announced plans to scale back BSE testing by 90 percent and 
based its decision on the results of the expanded testing program. 

With 35 million cattle slaughtered for the U.S. food supply each year, how can 
testing only 40,000 cattle each year be sufficient to detect BSE? 

Answer. The expanded surveillance effort, which was biased toward finding the 
disease, was designed to estimate the level of disease presence in the United States 
and provide input for designing a long-term surveillance plan. USDA has now devel- 
oped such a plan. USDA has the ability to detect BSE at 1 infected animal per 
1,000,000 adult cattle with a high degree of confidence. This ability far exceeds the 
international standards set by the World Organization for Animal Health (OIE). 


Questions Submitted by Senator Ben Nelson 

DISASTER ASSISTANCE 

Question. The Administration has worked to block each and every emergency dis- 
aster assistance funding legislation we have attempted in the Senate and it has con- 
sistently argued against the need for such assistance. As I look through the Presi- 
dent’s budget proposal and the USDA budget justifications I am struck by two 
things: first, that there is practically no funding for drought and disaster assistance; 
and second, there is no funding for efforts to mitigate the devastating impacts of 
droughts and disasters. 

As such, I have to ask what the Administration proposes to do, or expects to see 
happen, with regard to the many farmers and ranchers that continue to suffer from 
drought? 

Answer. The Federal crop insurance program is intended to be, and should re- 
main, our foremost tool to assist farmers and ranchers impacted by natural disas- 
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ters of all types. The Administration’s budget request fully funds the Federal crop 
insurance program. 

In addition, this Administration has responded, with appropriate forms of assist- 
ance, to mitigate losses resulting from drought and other forms of disaster. How- 
ever, this assistance has been crafted to specifically target producers directly im- 
pacted by adverse weather conditions. For example, the Administration developed 
the Livestock Assistance Grant Program (LAGP) which provided $50 million in 
State block grants to help livestock producers recover forage production losses due 
to drought conditions during 2006. Furthermore, I would note that the assistance 
provided by this Administration has been provided within our available resources. 
Accordingly, this Administration would strongly urge Congress to fully offset the 
cost of any ad hoc disaster assistance with commensurate reductions in other agri- 
cultural spending. 

Question. And, if the Administration is so opposed to providing emergency dis- 
aster aid why does it completely fail to provide funding to help mitigate the impacts 
from droughts and natural disasters? 

Answer. The President’s budget request for 2008 was prepared on a parallel track 
with the Administration’s 2007 Farm Bill proposals. Taken together, these two doc- 
uments provide for both disaster assistance and disaster mitigation. The 2008 budg- 
et request fully funds the Federal crop insurance program which is intended to be 
the primary tool for providing disaster assistance. In addition, a key farm bill pro- 
posal would improve the counter-cyclical payment (CCP) program by basing pay- 
ments on revenue rather than price. Crop prices tend to be at their highest fol- 
lowing a disaster. Under the current design of the CCP program high commodity 
prices means that producers are not eligible to receive a CCP payment. However, 
this is precisely the time when producers need the payments the most. Producers 
cannot benefit from high commodity prices if they have no commodity to sell. Our 
farm bill proposal would correct this situation by providing an effective means of 
mitigating the financial effects of a disaster. 

USD A RENEWABLE ENERGY AND BIOFUELS INVESTMENT 

Question. I applaud the Administration’s multiple investments in renewable fuels 
and biofuels in the fiscal year 2008 budget, but I am concerned that we are not 
doing enough to help this important industry progress as expeditiously as possible. 

Can you explain what the goals are for the renewable energy and biofuels invest- 
ments in this budget? 

Answer. The energy goals of this budget are to expand research and development 
of potential bioenergy sources and to encourage commercialization of production fa- 
cilities and infrastructure by increasing the production of renewable energy, particu- 
larly biofuels from cellulosic feedstocks. USDA will focus primarily on research and 
development of innovative processes that are cost-effective and energy efficient, and 
financial support aimed at advancing commercial applications to facilitate sufficient 
amounts of private sector investment. 

Question. What achievements can we expect to see and when can we expect to 
see them? 

Answer. Ultimately, we expect to develop and encourage the adoption of tech- 
nologies for commercially viable, low cost and energy efficient production of cel- 
lulosic ethanol. This includes the development of commercially- viable, value-added 
co-products. This achievement will be reached when cellulosic energy is a vital com- 
ponent of the Nation’s energy production as was highlighted by the “20 in 10” initia- 
tive in the President’s State of the Union address. Even though commercial viability 
of cellulosic ethanol may be several years off, the Department has already achieved 
numerous advances that will contribute to this ultimate goal. Included in these ad- 
vancements are innovations in cellulosic feedstock development and research into 
energy conversion techniques. 

Question. In what ways do the various proposals for renewable fuels complement 
each other — both within the USDA budget and across budgets with other agencies 
such as the Department of Energy? 

Answer. USDA has the scientific expertise for conducting and administering re- 
search programs relating to all aspects of crop production, including post harvest 
usage of crops. Consequently, it is ideally suited to address these aspects of advanc- 
ing the Nation’s biofuel industry. Moreover, USDA’s Rural Development mission 
area has the experience and capacity to provide financial support for a wide range 
of business and infrastructure projects that will be needed to encourage private sec- 
tor investments in the industry. There are a number of other Federal agencies that 
have expertise to offer, most notably the Department of Energy (DOE) for its re- 
search capacities. To avoid duplication and ensure coordination, USDA, DOE and 
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other Federal agencies are participating in the statutorily established Biomass Re- 
search and Development Board to coordinate activities. 

Question. Can you further explain how the USDA and DOE budgets work together 
to make sure we are advancing our biofuels industry in the most efficient and time- 
ly manner, without unnecessary duplication or conflict? 

Answer. USDA and DOE are working together through the Biomass Research and 
Development Board and the USDA Energy Council. The Administration’s Farm Bill 
proposes that this relationship be strengthened by moving the authority for USDA’s 
existing renewable energy and energy efficiency loan and grant program, which is 
a stand alone authority contained in the 2002 Farm Bill, into the Biomass Research 
and Development Act of 2000, which established the Biomass Research and Devel- 
opment Board and contains the authority for the Biomass Research and Develop- 
ment program that received funding under Section 9008 of the 2002 Farm Bill. 

Additionally, DOE and USDA will lead an interagency effort to prepare a detailed 
multi-year interagency coordination plan (MYICP). The MYICP will aim to improve 
the efficient use of resources by minimizing duplication of effort and defining clear 
roles and responsibilities for each agency and program. The MYICP will define a 
realistic long-term vision for achieving public policy goals through biomass utiliza- 
tion. 

Question. With regard to the production of cellulosic ethanol: do you feel that we 
(both Congress and the Administration) are doing enough to make sure that not 
only are we advancing the production of cellulosic ethanol, but that we are also 
keeping up on a parallel track the advancement of the on-farm production of a di- 
verse range of biomass feedstocks — such as, developing the infrastructure and 
logistical components for harvesting, transporting, storing and handling these poten- 
tially bulky feedstocks? 

Answer. Production of cellulosic ethanol is at an early stage of development. New 
technologies will have a significant influence on the types of infrastructure and 
other related needs for commercial production. These technologies will likely affect 
even the location of production facilities. Consequently, while USDA is aware of var- 
ious infrastructure and environmental issues relating to ethanol production, it is too 
early to know what the funding needs to address these issues may be. However, 
USDA does have research activities underway that are looking into the issues of 
harvesting, transportation, and storage of the feedstocks. 

Question. Where in this budget are the Administration’s investments in this im- 
portant part of the cellulosic ethanol production chain? 

Answer. There are a number of USDA programs that are available to support a 
cellulosic energy industry. Possible programs include The Renewable Energy and 
Energy Efficient loan and grant program, Business and Industry guaranteed loan 
program, and the Value Added Producer Grant program can be used to finance re- 
newable energy related activities. In most cases, these programs serve a multitude 
of purposes and funding for celluloic industry needs is not specifically targeted for 
this purpose. 


RURAL DEVELOPMENT GUARANTEED LENDING 

Question. Can you further explain the Administration’s focus for rural develop- 
ment funding on guaranteed business and industry loans versus other programs 
such as the rural business grants, etc.? 

Answer. In general, loans and loan guarantees are effective in providing support 
for rural infrastructure and they are less costly to the Government than grants. 
Rural Development intends to re-focus its limited resources on programs that have 
more potential for encouraging private sector investments and that would reach a 
broader range of rural communities. However, there is a role for the limited use of 
grants for such things as market surveys and technical assistance as well as dem- 
onstration projects. 

Question. Do you have any data or other information that supports concentrating 
funding on the loans instead of the grants? 

Answer. The 2008 budget contains information on the Government’s cost for var- 
ious loan programs. For example, it shows that the $43.2 million in budget author- 
ity for business and industry loan guarantees will support about $1 billion in pri- 
vate sector financing. Further, the Administration’s 2007 Farm Bill proposal indi- 
cates that $210 million in budget authority will support $2.17 billion in guaranteed 
loans. It also indicates that the Administration proposes that the loan limit for re- 
newable energy loans for cellulosic facilities be increased to $100 million. If the 
same amount of budget authority were used to finance such facilities, only a small 
fraction of projects could be financed unless the grant funds are used only for spe- 
cific purposes that encourage private sector financing. 
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Question. Certainly many of the witnesses at a recent rural development hearing 
before the Senate Ag Committee raised concerns about an over-emphasis on loans 
instead of grants for rural communities, especially when compared with how we pro- 
vide funding to urban communities. Do you have any information or explanation for 
this discrepancy? 

Answer. There is no denying the fact that certain needs for both rural and urban 
communities require mostly Federal funding, for example roads or rental housing 
projects. Minimizing the use of grant funds allows Rural Development to provide 
funding to more communities. For example, the 2008 budget proposes to reduce the 
interest rate on Water and Waste Disposal loans and reducing the amount of grants. 
This proposal is expected to provide more assistance to most rural communities at 
no additional cost to the Government. 

COMMODITY SUPPLEMENTAL FOOD PROGRAM 

Question. The Administration again proposes cutting the Commodity Supple- 
mental Food Program (CSFP) this year because it has concluded that the CSFP pro- 
gram is duplicative of other nutrition programs. This is the exact opposite of what 
I am hearing from folks in Nebraska, specifically as it relates to elderly recipients 
and the supplemental nature of the products this program provides. 

What support do you have for the conclusion that this is a duplicative program? 

Answer. The CSFP does not duplicate other programs in every respect. However, 
there is significant overlap between the CSFP eligible populations of women, infants 
and pre school children and those of the Special Supplemental Nutrition Program 
for Women, Infants and Children (WIC). There is also significant overlap between 
the CSFP eligible elderly population and that of the Food Stamp Program. In addi- 
tion, low-income elderly persons have access to the Emergency Food Assistance Pro- 
gram and programs administered by the Administration on Aging. Our priority is 
to fund the Food Stamp Program, WIC, and the Emergency Food Assistance Pro- 
gram (TEFAP) because they are nationally available, including in the communities 
served by CSFP. I will ask the agency to provide some additional details on this. 

[The information follows:] 

CSFP was created in January 1969 to assist nutritionally at-risk women, infants, 
and pre school children by providing commodities in specific amounts judged nec- 
essary for their health. WIC was enacted in September 1972 serving a very similar 
purpose through provision of coupons that could be redeemed at food retailers for 
supplemental food. WIC soon became the preeminent program serving this popu- 
lation, currently reaching over 8 million participants in an average month in fiscal 
year 2006, while CSFP WIC-type participation is about 40,000. WIC provides eligi- 
ble participants better nutrition education, more active referrals to needed health 
care resources, and higher supplemental food benefits than the CSFP. 

The Food Stamp Program is the Nation’s primary domestic nutrition assistance 
program for low-income households including the elderly. The Food Stamp Program 
is a mandatory program available in all jurisdictions. It is designed to provide low- 
income households with adequate resources to buy a nutritious, low-cost diet. Be- 
cause the CSFP operates in limited areas, some low-income elderly have access to 
nutrition assistance through commodities and/or Food Stamps, while most others 
must rely on Food Stamps, TEFAP and Administration on Aging programs for such 
help. 

Ensuring adequate funding for programs that have the scope and reach necessary 
to provide access to eligible people wherever they may reside is a better and more 
equitable use of scarce resources than to allocate them to programs that cannot pro- 
vide access to many areas of the country. For this reason, the Administration has 
placed a priority on funding the Food Stamp Program, WIC, and other nationally- 
available programs, such as the Administration on Aging programs for seniors and 
the Emergency Food Assistance Program (TEFAP), which provide benefits to eligible 
people wherever they may live, including communities currently served by CSFP. 
All seniors over age 60 are eligible for both congregate and home-delivered nutrition 
assistance provided by one of 655 Area Agencies on Aging, which are funded 
through the Administration on Aging in the Department of Health and Human 
Services. In addition to the Administration on Aging programs for seniors, low-in- 
come individuals of any age have access to TEFAP. 

Question. How is it duplicative, particularly with regard to the specific compo- 
nents of CSFP compared to Food Stamps and WIC; i.e. where do those programs 
provide the food packages and items to needy and elderly people? 

Answer. It is duplicative in that there are other, nationally available nutrition as- 
sistance programs that serve the same or similar demographics. In the few areas 
where CSFP is available, there is significant overlap between the eligible popu- 
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lations and areas of operation of CSFP and the Special Supplemental Nutrition Pro- 
gram (WIC), and for elderly eligibles, CSFP and the Food Stamp Program. Both the 
Food Stamp Program and WIC are available nationwide. Benefits in the Food 
Stamp Program provide low-income households with adequate resources to buy a 
nutritious, low-cost diet. 

Question. Does the Administration have any idea of how many people will not be 
served or by how much they will lose support? 

Answer. Most of the current CSFP participants will be able to switch over to food 
stamps and/or WIC. Spending for WIC food benefits would be as much, or more, 
than CSFP benefits; and for the elderly, the average elderly food stamp benefit pur- 
chases about 50 percent more than the retail value of the CSFP benefit. There 
would be some current CSFP recipients who would not qualify for either of these 
programs and who would need to go to TEFAP and/or the Agency on Aging pro- 
grams. I have asked staff to provide more specifics. 

[The information follows:] 

Recent program reporting data show that about 463,000 individuals participated 
in CSFP in 2006 — 40,000 women, infants, and pre school children, and 423,000 el- 
derly, persons 60 years of age or older. The Department estimates that a substantial 
portion of the women, infants and children who participate in CSFP will be eligible 
for WIC. The two groups of CSFP participants that are not eligible for the WIC pro- 
gram are children between the ages of 5 and 6 and certain women who are 6 to 
12 months post-partum. 

Based on the circumstances and experiences of all low-income elderly, we believe 
about two-thirds of the projected 423,000 elderly CSFP participants will be eligible 
for food stamps. Compared to CSFP benefits, food stamp benefits are more advan- 
tageous for elderly persons because they often have medical conditions that limit 
their food choices. Also, food stamps allow them to select foods appropriate to their 
preparation abilities and cultural preferences, both a challenge to meet via com- 
modity distribution, where food selection is more limited than at food stamp retail- 
ers. 

In addition to food stamps, all seniors over age 60 are eligible for both congregate 
and home-delivered nutrition assistance provided by one of 655 Area Agencies on 
Aging, which are funded through the Administration on Aging in the Department 
of Health and Human Services. Low-income individuals of any age also have access 
to the Emergency Food Assistance Program and other government and private non- 
profit programs that offer nutrition assistance. 

U.S. AGRICULTURAL TRADE 

Question. Finally, below are two common assumptions or perceptions that many 
believe help drive farm policy development. I have a few questions that correspond 
to these assumptions, and I would welcome answers to the questions that include 
any information or compilation of information (reports, charts, graphs, etc.) that ad- 
dress each: 

Increased net agricultural exports through trade agreements focusing on greater 
market access are assumed to have been successful and that they hold the greatest 
promise for U.S. agriculture. 

Has USDA developed a year-by-year analysis for the U.S. agricultural net balance 
of trade for the years 1975-2006 — including the trade balance in both nominal 
terms, and in inflation adjusted 2006 dollar terms, as well as highlighting specific 
years when significant agricultural trade agreements have been passed? Please pro- 
vide. 

Answer. A table showing the U.S. agricultural trade balance from fiscal year 1975 
to fiscal year 2006 will be submitted for the record. The trade balance is shown in 
nominal terms and real terms, using the GDP deflator based on 2000, as reported 
in the 2007 Economic Report of the President. In general, the agricultural trade bal- 
ance has reflected the U.S. exchange rate, growing when the dollar was weak, such 
as in the early 1980s and early 1990s, but shrinking when the dollar appreciated, 
such as in the mid-1980s and in the early 2000s. Imports have been growing rapidly 
over the past decade, and do not seem to be strongly influenced by the value of the 
dollar. Exports have increased significantly the past few years, reflecting higher 
commodity prices and a weaker dollar. 

The change in the agricultural trade surplus does not correspond with the imple- 
mentation of a particular free trade agreement (FTA) for several reasons. FTAs are, 
by design, implemented slowly over a transition period to expressly avoid major 
trade disruptions. The U.S. -Canada FTA began in 1989, and U.S. exports increased 
by $4 billion that year. But the NAFTA with Mexico began in 1994, and U.S. ex- 
ports stayed about the same as in 1993. However, when viewed over the longer 
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term, data show that the value of U.S. agricultural exports to Canada have in- 
creased by 119 percent and to Mexico by 181 percent since implementation of 
NAFTA. In addition, Canada and Mexico are now more important markets for U.S. 
agriculture than they were before NAFTA. In 1993, Canada and Mexico combined 
accounted for about 21 percent of total U.S. agricultural exports. By 2006, that per- 
centage had risen to 32 percent. 

Exports in any 1 year are more influenced by changes in world commodity prices 
and global economic growth than by FTAs. Imports are more influenced by economic 
growth in the United States, which translates into greater purchasing power for 
U.S. consumers and greater demand for imported goods. 

[The information follows:] 

VALUE OF U.S. AGRICULTURAL TRADE BY FISCAL YEAR 

[In billions of dollars] 


Year 

Exports 

Imports 

Trade Balance 

GDP deflator 
2000=100 

Trade Balance 
in 2000 $ 

1975 

21.82 

9.44 

12.38 

38.0 

32.58 

1976 

22.74 

10.49 

12.25 

40.2 

30.48 

1977 

23.97 

13.36 

10.61 

42.8 

24.80 

1978 

27.29 

13.89 

13.40 

45.8 

29.27 

1979 

31.98 

16.19 

15.79 

49.5 

31.91 

1980 

40.47 

17.29 

23.18 

54.0 

42.92 

1981 

43.78 

17.34 

26.44 

59.1 

44.75 

1982 

39.10 

15.46 

23.64 

62.7 

37.70 

1983 

34.77 

16.28 

18.49 

65.2 

28.36 

1984 

38.03 

18.91 

19.12 

67.7 

28.24 

1985 

31.20 

19.74 

11.46 

69.7 

16.44 

1986 

26.31 

20.88 

5.43 

71.3 

7.61 

1987 

27.88 

20.65 

7.23 

73.2 

9.87 

1988 

35.32 

21.01 

14.30 

75.7 

18.89 

1989 

39.67 

21.57 

18.10 

78.6 

23.03 

1990 

40.35 

22.71 

17.64 

81.6 

21.62 

1991 

37.86 

22.74 

15.13 

84.4 

17.93 

1992 

42.55 

24.50 

18.05 

86.4 

20.89 

1993 

43.06 

24.60 

18.46 

88.4 

20.88 

1994 

43.89 

26.56 

17.33 

90.3 

19.19 

1995 

54.61 

29.79 

24.82 

92.1 

26.95 

1996 

59.79 

32.44 

27.34 

93.9 

29.12 

1997 

57.31 

35.65 

21.65 

95.4 

22.70 

1998 

53.66 

36.83 

16.83 

96.5 

17.44 

1999 

49.12 

37.29 

11.83 

97.9 

12.08 

2000 

50.76 

38.86 

11.90 

100.0 

11.90 

2001 

52.72 

39.03 

13.69 

102.4 

13.37 

2002 

53.32 

40.95 

12.37 

104.2 

11.87 

2003 

56.01 

45.68 

10.33 

106.4 

9.71 

2004 

62.41 

52.66 

9.75 

109.4 

8.91 

2005 

62.52 

57.74 

4.78 

112.7 

4.24 

2006 

68.72 

64.03 

4.70 

115.8 

4.06 


October- September fiscal year. 


Source: U.S. Bureau of the Census; Economic Report of the President for GDP deflator 

Question. Has USDA developed an equivalent analysis and graph for only the food 
portion of the U.S. agricultural balance of trade, since the commonly published agri- 
cultural trade balance includes forest and other non-food items. Please provide. 

Answer. There is no commonly accepted definition of “food” for purposes of ana- 
lyzing U.S. agricultural trade. For example, the Department of Commerce includes 
fish and fish products in its definition of food trade, but USDA does not include fish 
in its official U.S. agricultural trade figures. 

Tables will be provided for the record that show one breakdown of food trade, in- 
cluding fish. In general, practically all U.S. agricultural imports are food, under this 
definition. The share of food in U.S. agricultural exports has been growing, as ex- 
ports have diversified into many more products such as fruits, vegetables, meats, 
and processed foods. 

[The information follows:] 
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Meat products I 2.825 I 3.044 I 3.477 I 3.992 I 4.447 I 4.443 I 4.618 I 5.858 I 5.895 
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Source: U.S. Census Bureau. 
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Question. It is generally assumed that approximately one-third of all U.S. farm 
production is exported. According to some analysts, however, 8 percent of the farm 
value of U.S. agricultural production is exported, and the “one-third” figure is large- 
ly based on processed food value at the export/import points, not farm-gate value, 
which arguably skews the data. 

Has USDA analyzed and tabulated data showing the proportion of total farm cash 
receipts ($239.0 billion in 2005) that have been exported, based on farm value for 
the years 1975 to 2006? Please provide. 

Answer. There are several ways to measure the importance of trade to the agri- 
cultural sector, and none is perfect. A typical approach is to compare the value of 
exports to the value of agricultural production, or to farm cash receipts. One short- 
coming of this method is that exports are valued at the point of export, which in- 
cludes the value of farm-to-port transportation and other costs. It is also difficult 
to measure the value of processed products at the farm gate, which account for a 
large share of U.S. agricultural exports. Another factor affecting export share that 
is not captured in this measure is the increasing amount of corn, soybeans, and 
other feeds that are exported indirectly in the form of meat rather than directly. 

USDA’s Economic Research Service uses two methods to examine the share of 
production that is exported. One approach is based on volume weights, and the 
other is based on dollar values. 

Information reported by ERS using these two methods, will be supplied for the 
record. Data are not available before 1980. 

[The information follows:] 


EXPORT SHARES OF U.S. AGRICULTURAL PRODUCTION 


Measure 

1980-84 

1990-94 

1999 

2002 

Percent of production: 

Volume-based 

29.2 

23.1 

22.8 

21.9 

Value-based 

21.9 

16.8 

16.7 

17.7 


Both the volume and value measures include primary livestock and crop commod- 
ities as well as major processed food products. Each measure has advantages. The 
volume-based measure reduces the variations due to product prices, while the value 
measure better reflects product quality, such as differences between a pound of 
steak and a pound of hamburger. 

To make volume- and value-based export shares comparable, the measures in- 
clude only products for which both production and export volumes are available. 
Products excluded for this reason are mostly minor and include greenhouse and 
nursery products, seeds, cattle, hides and skins, and animal fats. 

The export share of U.S. agricultural production, based on volume, has averaged 
22 percent since 1996, reflecting the high weight of exported food and feed grains, 
oilseeds and oilseed products, cotton, and tobacco relative to their total harvested 
weight. However, this overall export share masks differences in trends between live- 
stock products and crops and crop products. The export share of U.S. livestock prod- 
ucts rose from 3 percent in the 1980s to more than 10 percent in recent years, while 
the export share of crops and crop products fell from over 30 percent to 23 percent 
during the same period. Behind these contrasting trends has been the increase in 
U.S. livestock and poultry production and the corresponding feed requirements that 
have diminished feed grains available for export. 

The export share of U.S. agricultural products, based on values, averaged 17 per- 
cent from 1998 to 2002, 5 percentage points lower than the volume-based average. 
The lower value-based measure reflects the lower aggregate value of livestock ex- 
ports relative to their farm production value. The historical movement of the two 
export share measures shows no consistent pattern — about half the time they move 
in the same direction and the other half not. For example, the volume-based share 
declined from 23 percent in 2001 to 22 percent in 2002, while the value-based share 
rose from 17 to 18 percent. 


Questions Submitted by Senator Jack Reed 

PROGRESS IMPLEMENTING LOCAL FOOD PURCHASE PROVISION 

Question. Section 4303 of the 2002 Farm Bill allows school districts to pursue a 
local food purchasing preference. 

Can you tell me about USDA’s progress in implementing the provision? 
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Answer. This Farm Bill provision authorized funds to be requested to encourage 
schools to purchase locally produced foods and to provide grants and technical as- 
sistance for projects that improve access to local foods from small farmers and sup- 
port school garden programs. This provision has not been funded. Nonetheless, I 
know that the Food and Nutrition Service has done quite a bit to encourage local 
purchases anyway. I will ask staff to provide more details on this. 

[The information follows:] 

Regarding implementation of section 4303 of the 2002 Farm Bill, the Conference 
Report that accompanied the Farm Bill indicated that this provision was not in- 
tended to permit State or local geographic preferences, or to circumvent Federal pro- 
curement requirements. School districts participating in the National School Lunch 
and School Breakfast Programs are prohibited by government-wide regulation from 
applying a geographic preference in their procurements. 

Although no funds have been appropriated to carry out Section 4303, USDA has 
supported farm to school initiatives. In 1997, the Food and Nutrition Service estab- 
lished a “farm to school” initiative which is based on the cooperation of Federal, 
State, and local governments, as well as local farm and educational organizations. 
The initiative encourages schools to purchase locally grown fruits and vegetables. 
As part of this initiative, USDA has created two publications, which are posted on 
our web site, called Eat Smart-Farm Fresh! A Guide to Buying and Serving Locally- 
Grown Produce in School Meals and Small Farms/School Meals Initiative: a Step- 
by-Step Guide on How to Bring Small Farms and Local Schools Together. These 
publications provide practical tips in a handbook format on how school food service 
personnel can purchase products from local farmers. 

Questions. If it is USDA’s position that Congress’s guidance in Section 4303 is in- 
adequate to authorize farm to school initiatives and other local food purchasing pro- 
grams, what language would you recommend that Congress include in the next 
Farm Bill to make clear its intent to authorize and encourage programs? 

Answer. Current statutory authority does not unduly restrict farm to school and 
local food purchasing initiatives. Although school districts participating in the Na- 
tional School Lunch and School Breakfast Programs are prohibited by government- 
wide regulation from applying a geographic preference in their procurements, school 
districts may tailor their procurement specifications to maximize full and open com- 
petition and obtain high quality fresh produce for their school meal programs, in 
many instances from local producers. Consequently, we do not believe any change 
to current law is necessary to further authorize or encourage farm to school initia- 
tives. 

The Department is supportive of farm to school initiatives, and believes that these 
initiatives can be successful within the framework of current law and regulations 
and free and open competition for contracts. 


Questions Submitted by Senator Robert F. Bennett 

RENTAL ASSISTANCE 

Question. Mr. Secretary, the budget proposes changing the length of rental assist- 
ance contracts to a term of 1 year. Prior to fiscal 2007, those contracts were gen- 
erally longer in length. The fiscal 2007 budget proposed a reduction to 2 years, and 
now the fiscal 2008 budget proposes renewing contracts for 1 year. 

Can you please explain the rationale behind this change? 

Answer. Other Federal housing programs offering rental assistance provide an- 
nual renewals, for instance the Department is aware of similar assistance offered 
by the department of Housing and Urban Development. The budget change will not 
affect the cost of the program, but the change in contract terms will impact the dis- 
tribution of budget authority during the transition period. 

Question. Would this change improve the ability of USDA to estimate the number 
of contracts expiring in a given year? 

Answer. USDA has several tools available to assist in estimating the number of 
contracts expiring in a given year. However, contract costs are subject to many vari- 
ables, including tenant income variations, increases in operating costs (particularly 
insurance and energy costs) that result in rent increases that increase the use of 
rental assistance, and rental assistance utilization rates that vary by property. The 
effects of these variables may be more prominent on contracts with a one-year term 
than contracts with multiple years, which could spread the impact of such variables 
across a longer period of time. USDA intends to monitor closely the performance of 
these one-year contracts and is developing an analysis of these variables on rental 
assistance. 
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Question. If this proposal is adopted, there would be a significant amount of con- 
tracts expiring in 2008, ranging from 5-year contracts signed in 2003 to some one- 
year contracts signed in 2007. 

How will this affect the budget for fiscal 2009? 

Answer. Current estimates for fiscal year 2009 indicate approximately 231,000 
rental assistance units will be up for renewal. This is 84 percent of all rental assist- 
ance units. These consist of units obligated prior to fiscal year 2004 and units obli- 
gated under contract term limits in fiscal year 2005, fiscal year 2007 and fiscal year 
2008. 

Question. Do you feel a significant amount of additional funding will be necessary 
to renew this extreme volume of contracts? 

Answer. There would be additional costs of continuing the same terms and condi- 
tions of contracts. 

Question. Do you feel that adequate funding to cover all of these contracts will 
appear in your budget proposal for next year? 

Answer. No decisions have been made for the President’s 2009 Budget. 

Question. Do you feel that Rural Development has the staff and resources needed 
to renew such a high volume of contracts in 1 year? 

Answer. The majority of the tasks associated with renewing contracts are already 
automated, and we are currently modifying documents to require minimal manual 
intervention for renewals. We believe that Rural Development has the staff and re- 
sources needed for this renewal process. 

RURAL DEVELOPMENT — DIRECT LOANS 

Question. Funding for both Single Family and Multi-Family Direct Loans has 
been eliminated in your budget proposal. 

Can you please explain the basis for eliminating these programs? 

Answer. The other major Federal single family housing guarantee programs, in- 
cluding those operated by HUD and VA, rely on guaranteed loans. Direct loan pro- 
grams are more costly to taxpayers. Based upon the fiscal year 2008 budget, the 
taxpayer’s cost for providing a direct subsidized housing loan of $100 000 would be 
$9,357. With a 3 percent guarantee fee, a guaranteed housing loan of $100,000 costs 
the taxpayer only $200. With the same cost, taxpayers can provide one direct hous- 
ing loan or almost 50 guaranteed loans. For this reason, guaranteed loans have ac- 
counted for virtually all the growth in our Single Family Housing program since the 
mid 1990s. 

With regard to Multifamily Housing program, the primary reason for not request- 
ing funds for direct loans is to concentrate on revitalization of existing portfolio. Di- 
rect loans for section 515 new construction have a subsidy rate of 45.67 percent and 
these projects also regenerate additional costs for rental assistance payments. 

Question. If adopted, what effect will these changes have on the make-up of the 
participants in single family and multi-family housing programs? Will there be peo- 
ple who participate in these programs now who will no longer be eligible? 

Answer. We anticipate that many customers once served by the direct housing 
loan program will be able to be served by the guaranteed program. Moreover, direct- 
ing resources to our existing multifamily portfolio will protect the rent of existing 
tenants. 


RISK MANAGEMENT AGENCY CROP INSURANCE USER FEE 

Question. The budget proposes the collection of a user fee from participants in the 
crop insurance program to fund the Risk Management Agency’s IT modernization 
beginning in fiscal 2009. 

Please explain how the user fee would function and who would pay the fee? 

Answer. The fee would be payable by the private sector insurance companies who 
participate in the Federal crop insurance program. The fee would be capped at $15 
million annually and would be based on a percentage of the premium written by 
the companies during the prior crop year. In this way, the companies that are the 
primary beneficiaries of the IT system would pay the larger portion of the fee. Based 
on current projections of total premiums, the fee is expected to be about one-quarter 
cent per dollar of premium. 

Question. How would this proposal, if adopted, affect future RMA IT appropria- 
tions requests? Did I understand your testimony correctly that this fee would re- 
place the need for appropriated IT funds entirely? 

Answer. It is anticipated that the fee would eventually replace the need for appro- 
priated funding. However, the budget proposal is designed such that the fee would 
initially supplement the annual appropriation for information technology (IT). This 
funding would be used to modernize the IT system currently in use by the Risk 
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Management Agency (RMA). However, once modernization is complete, the funding 
would be used for IT maintenance and would replace the need for appropriated 
funding. We anticipate that the modernization process will take about 2 years to 
complete. 


RENEWABLE ENERGY — COMMODITY PRICES 

Question. The recent boom in biofuel production has caused some commodity 
prices to spike. While this has a positive effect on many agricultural economic as- 
pects, such as farmers earning more of their income from the market, these price 
increases have also caused negative results for some. Livestock feed prices have 
climbed dramatically, putting a strain on many ranchers across the country. Also, 
higher commodity prices have had a negative impact on food aid, since fewer com- 
modities can be purchased for the same dollar amount. 

With such a strong focus on renewable energy in both this budget and your farm 
bill proposal, how do you propose to combat the negative aspects of these new poli- 
cies? 

Answer. The extraordinary price run-up that started last fall has raised costs for 
the livestock and poultry industry, along with other users of corn. The spillover has 
also led to higher prices for most other commodities and is straining fixed budgets 
for food aid. However, as often noted, the best cure for high prices is high prices. 
That is, the market is responding to the incentive of high prices by a dramatic ex- 
pansion in corn acreage that will boost supplies and lead to substantial moderation 
in prices. 

There is no denying that this transition period before adjustments have occurred 
will be painful, but it should also be noted that grain prices have been very low for 
many years. In real terms, these prices have been extremely low and have made 
it difficult for farmers to cover costs without support from the Government. Con- 
sumers pay a record low share of their incomes for food in this country. Because 
of the expansion of biofuels, we do not project grain prices to fall back to very low 
levels, like the $2.00 per bushel corn of recent years. Rising productivity and re- 
sponse to market incentives will bring prices down in the next few years from the 
highs seen last winter. Any breakthroughs in the production of ethanol from cel- 
lulosic materials would also contribute to easing pressure on grain supplies. Given 
huge interest and new investments in research, the ability to use cellulosic feed- 
stocks, in a cost-effective way, for ethanol production may not be far away. 

In the current environment, there are other adjustments taking place to reduce 
pressure on the livestock industry. Cattle and dairy producers are increasingly feed- 
ing distillers grains, a by-product of ethanol production. Research is underway to 
make these by-products more useable to pork and poultry feeders, as only limited 
amounts can be fed to these animals given current formulations. 

On the food aid side, higher prices are not all negative. Many, if not all, farmers 
in developing countries face low prices, frequently reflecting an urban bias. These 
farmers respond to market incentives too. The well publicized case of Mexico, where 
corn-based tortilla prices have risen sharply, also offers an encouraging lesson. 
Mexican farmers are expanding corn production, and this will help contribute great- 
ly to rural development as much as to increasing local food supplies. 

We will continue to coordinate closely with the program agencies, USAID, FAS, 
to review commodities requested and complete market research to identify the most 
economical and effective products. Contracts are awarded based on lowest landed 
cost, so FSA must evaluate the combined commodity cost and the freight cost. The 
new award system implemented in February 2007 should help achieve some cost 
savings in all international food aid purchases. 

AGRICULTURAL DISASTER ASSISTANCE 

Question. There have been many efforts in Congress to pass comprehensive dis- 
aster assistance for the nation’s farmers and ranchers dating back to 2005. I fully 
expect attempts by Members to include an agriculture disaster package in the sup- 
plemental appropriations bill Congress will soon be considering. 

In your opinion, is there a need for ag disaster, and if so, where is it needed the 
most? 

Answer. This Administration does not deny there have been times it has been nec- 
essary to provide relief to farmers and ranchers harmed by natural disasters. In 
fact, since 2005, this Administration has developed numerous ad hoc disaster assist- 
ance programs to aid producers impacted by adverse weather. However, these pro- 
grams have been targeted to producers directly impacted by these extraordinary 
weather events. What this Administration has not supported are Congressional ef- 
forts to provide a multi-billion dollar, broad based, non-targeted disaster assistance 
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package covering a time period when producers have seen record or near record pro- 
duction and/or farm income levels and crop insurance losses have been at record or 
near record lows. The Administration would not support a broad disaster bill unless 
it is fully offset from other agricultural spending. 

While individual producers in certain regions of the nation have experienced crop 
losses due to adverse weather, the farm economy overall has been financially strong. 
For calendar year 2005, total crop cash receipts were $114 billion, the second high- 
est ever. Preliminary estimates for calendar year 2006 are that total crop cash re- 
ceipts will reach a record $122 billion. However, that record is expected to be short- 
lived as calendar year 2007 crop cash receipts are forecasted to reach nearly $134 
billion. 

For the period 2003-2005 the crop insurance loss ratio has averaged just 0.77, in- 
cluding a record low of 0.60 in 2005. This means that, on average, only 77 cents 
have been paid out in indemnities for each $1 of premium. And, while the loss ratio 
for the 2006 crop year is not yet finalized, current estimates place it at about 0.8. 
By comparison, during the early 1990’s the loss ratio averaged nearly 1.5. 

Question. What has USDA done to address disaster needs since the start of 2005? 
Has the money that has been obligated by the department actually made its way 
to producers? 

Answer. Throughout this period, assistance has been available under Federal 
Crop Insurance and the Noninsured Crop Disaster Assistance Program. 

In addition, in October 2005, USDA authorized the use of $250 million from Sec- 
tion 32 funds for crop disaster, livestock, tree, and aquaculture assistance. These 
funds are being distributed by way of five new programs; the Tree Indemnity Pro- 
gram (TIP), the Hurricane Indemnity Program (HIP), the Livestock Indemnity Pro- 
gram (LIP), and the Feed Indemnity Program (FIP); and an Aquaculture Grant Pro- 
gram. 

Producers in Alabama, Florida, Louisiana, Mississippi, North Carolina and Texas 
counties declared primary presidential or secretarial disaster areas in 2005 because 
of hurricanes were eligible to apply for assistance under the new programs. In gen- 
eral, funds under these programs have been distributed to producers. However, for 
some programs it has been necessary to delay payments until it could be determined 
if there would be a need to prorate the available funding. 

I will provide a list of further measures taken by USDA to assist farmers and 
ranchers in 2006. 

[The information follows:] 

Sign-up for programs authorized by the Emergency Agricultural Disaster Assist- 
ance Act of 2006 began on December 11, 2006. 

In August 2006, USDA authorized $780 million in assistance to help farmers and 
ranchers manage drought and weather related production challenges. This funding 
included a $50 million Livestock Assistance Grant Program for States which had 
counties which were designated as D3 or D4 on the Drought Monitor anytime be- 
tween March 7 and August 31, 2006. 

In fiscal year 2006, the Farm Service Agency (FSA) provided $48 million in Emer- 
gency (EM) loan assistance. 

On July 13, 2006, USDA announced the expansion of Conservation Reserve Pro- 
gram (CRP) acreage eligible for emergency haying and grazing for livestock pro- 
ducers hit hard by drought. The expansion allows livestock producers from eligible 
counties to obtain needed hay or forage. The expanded area radiates 150 miles out 
from any county approved for emergency haying and grazing. 

USDA also reduced producers’ CRP rental payments by 10 percent, instead of the 
standard 25 percent, on CRP lands that are hayed or grazed under emergency au- 
thority in 2006. 

On July 14, 2006 USDA announced sign-up for the Emergency Forestry — Con- 
servation Reserve Program. 

On June 29, 2006, USDA announced $11.8 million in Emergency Conservation 
Program (ECP) funding for 18 States to help producers rehabilitate land damaged 
by drought and other natural disasters. 

On June 9, 2006, USDA announced the availability of $75.7 million in Emergency 
Conservation Program (ECP) funds for victims of the 2005 hurricanes. 

On March 24, 2006, USDA announced that agricultural producers in 16 Texas 
counties adversely affected by wildfires would be eligible to receive $8.1 million in 
ECP funds. 

On March 21 2006, USDA announced that agricultural producers in six Oklahoma 
counties and 27 north Texas counties affected by wildfires could remove dry grass 
on and move cattle to CRP acreage, without facing charges for grazing value or the 
baled value of removed forage. 
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On March 15, 2006, USDA announced the allocation of more than $20 million in 
ECP funds to 26 states affected by drought, wildfires and other natural disasters. 

On March 3, 2006, USDA announced the allocation of $63 million in ECP funds 
to assist agricultural producers struck by hurricanes in the Gulf of Mexico region 
during calendar year 2005. 


USER FEE PROPOSALS 

Question. The budget proposes user fees totaling $149 million for the Food Safety 
and Inspection Service, Animal and Plant Health Inspection Service, Grain Inspec- 
tion, Packers, and Stockyards Administration and Risk Management Agency. In pre- 
vious fiscal years, USDA assumed savings for these fee requests. I am pleased to 
see that this budget request does not assume savings. However, I understand that 
USDA expects to realize savings from these fees in fiscal 2009. Realizing this sav- 
ings requires USDA to actively engage the Congress and affected industry to pass 
this legislation. 

Please describe, in detail, USDA’s plan for getting each user fee passed including 
discussions with industry and the authorizing committees. 

Answer. Although the budgetary treatment of proposed user fees has changed this 
year, procedures for implementing new user fees would remain the same. Generally, 
the steps for user fee implementation consist of: submitting proposed legislation to 
Congress; participating in special hearings or answering Congressional inquiries 
about the proposed fees; and engaging in the Federal rule-making process after en- 
actment. Statutory prohibitions prevent us from lobbying for passage of new user 
fee legislation outside our communication with Congress. The rule-making process 
provides an opportunity for public input on any proposed rule. All public comments 
are evaluated and considered before a final rule is promulgated. 

GREENBOOK CHARGES 

Question. I am concerned that the charges assessed to the agencies by USDA, 
known commonly as greenbook charges, have grown excessively over the last few 
years. 

Please provide, for the record, greenbook charges by category for each agency for 
fiscal year 2006, 2007, and 2008. For each category, provide an explanation of how 
the charges were assessed. 

Answer. The actual funding for fiscal year 2006 and estimated 2007 funding by 
category for greenbook charges, including an explanation of how the charges were 
assessed, is provided for the record. Estimates for fiscal year 2008 greenbook 
charges have not been decided. 

The cost breakout by agency for the greenbook charges is also provided for the 
record. The actual costs by agency for fiscal year 2007 are not yet known. 

[The information follows:] 

Department Wide Reimbursable Programs 

[JSDA Agencies fiscal year 2006 Allowance and fiscal year 2007 Estimated Cost Shares] 


Agricultural Marketing Service 

Agricultural Research Service 

Animal and Plant Health Inspection Service 

Cooperative State Research, Education and Extension Service 

Departmental Administration 

Economic Research Service 

Farm Service Agency 

Food and Nutrition Service 

Food Safety and Inspection Service 

Foreign Agricultural Service 

Forest Service 

Grain Inspection, Packers and Stockyards Administration 

National Agricultural Statistics Service 

National Appeals Division 

Natural Resources Conservation Service 

Office ot Budget and Program Analysis 

Office ot Chief Economist 

Office of Civil Rights 

Office of Communications 


Fiscal year 2006 
allowance 


$1,291,169 

4,378,636 

4,563,266 

493,847 

181,779 

278,897 

5,293,884 

1,604,131 

4,584,996 

1,125,309 

20,141,973 

364,035 

789,616 

80,711 

5,555,459 

33,508 

114,940 

94,242 

66,883 


Fiscal year 2007 
estimate 


$1,392,694 

4,915,646 

5,020,820 

313,085 

250,226 

235,454 

8,175,512 

1,103,188 

4,890,378 

993,690 

21,221,635 

409,168 

632,371 

49,284 

5,583,986 

30,091 

99,493 

92,852 

49,916 
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Department Wide Reimbursable Programs — Continued 
[JSDA Agencies fiscal year 2006 Allowance and fiscal year 2007 Estimated Cost Shares] 



Fiscal year 2006 
allowance 

Fiscal year 2007 
estimate 


10,749 

9,316 

Office of General Counsel 

151,143 

164,899 

Office of the Chief Financial Officer 

735,596 

1,096,120 


5,969,036 

2,832,153 


448,138 

457,316 

Office of the Secretary 

65,775 

13,314 

Risk Management Agency 

452,737 

263,383 

Rural Development 

4,312,387 

3,547,010 

TOTAL 

63,182,838 

63,843,000 


FINANCIAL MANAGEMENT SYSTEM 

Question. The budget proposal requests an increase of almost $25 million for the 
development of a new financial management system. Implementing new IT systems 
is often very costly, especially replacing a financial system as large as USDA’s. 

How much does USDA plan to spend on the financial system implementation in 
fiscal 2007? Did this funding come from annual appropriations or from the working 
capital fund? 

Answer. USDA intends to spend $4.5 million in fiscal year 2007 for implementa- 
tion activities. These funds would come from reimbursements received from USDA 
customer agencies to continue the planning and initial implementation of the Finan- 
cial Management Modernization Initiative. 

Question. Does USDA plan to fund any part of the financial system in fiscal 2008 
from the working capital fund? 

Answer. The President’s fiscal year 2008 budget includes an estimate of $5.5 mil- 
lion in operating support for this project, to be recovered via reimbursements from 
USDA customer agencies under the Working Capital Fund. This estimate is subject 
to change as the implementation schedule and requirements gathering move for- 
ward. 

Question. Does the fiscal 2008 budget request any funding for the financial system 
from the interior appropriations subcommittee for the Forest Service? 

Answer. The fiscal year 2008 budget for the Forest Service does not request any 
funds for the financial system from the Interior Appropriations Subcommittee. We 
do not expect to begin implementation of the Forest Service into the new system 
until after fiscal year 2008. 

Question. Has USDA entered into a contract with a private company for the im- 
plementation of the new financial system? If so, please explain the terms of the con- 
tract. For example, what constitutes satisfactory completion of the system imple- 
mentation by the contractor? 

Answer. USDA is currently in the acquisition process and has not entered into 
a contract. 

Question. What is the estimated total cost for development and implementation 
of the new financial system? 

Answer. The estimated cost for implementation of USDA’s new financial manage- 
ment system is approximately $90 million. 

Question. How much of the total development and implementation costs will be 
requested through the agriculture appropriations subcommittee? 

Answer. At this time, no final decision has been made as to the allocation of fund- 
ing needed for Financial Management Modernization Initiative implementation be- 
tween the Agriculture and Interior appropriations subcommittees. 

Question. How much of the total development and implementation costs will be 
requested through the interior appropriations subcommittee for the Forest Service? 

Answer. At this time, no final decision has been made as to the allocation of fund- 
ing needed for Financial Management Modernization Initiative implementation be- 
tween the Agriculture and Interior appropriations subcommittees. 

Question. How much of the total development and implementation costs will be 
funded through the working capital fund? 

Answer. We do not expect that development and implementation costs will be 
funded through the Working Capital Fund (WCF). We have a small amount of oper- 
ating funds budgeted for the system through the WCF, but it is our aim that devel- 
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opment and implementation funds be made available through appropriations and 
Departmental Reimbursable Program authority, if appropriate. 

Question. Once the system is implemented, how much will operations and mainte- 
nance of the financial system cost annually? 

Answer. The estimated average annual operations and maintenance cost for the 
expected life of the system, for the period fiscal year 2012 through fiscal year 2021, 
is approximately $50 million. 

Question. Will annual appropriations or the working capital fund pay for oper- 
ations and maintenance costs? 

Answer. Historically USDA has used the working capital fund reimbursement 
mechanism to pay for USDA’s financial management system operations and mainte- 
nance costs. 


FSIS FUNDING 

Question. The Food Safety and Inspection Service received a significant funding 
increase of more than $57 million in the fiscal 2007 joint resolution. How does FSIS 
plan to spend the additional funding? 

Answer. FSIS allocated the fiscal year 2007 increase of $62.1 million by funding 
pay costs, employee benefits and activities to strengthen the Food and Agriculture 
Defense Initiative. 

Question. How many staff will FSIS be able to hire as a result of the additional 
funding? 

Answer. FSIS is actively recruiting and hiring for positions in all of its 15 Dis- 
tricts and intends on filling 98 positions for slaughter services and 86 positions for 
in-plant processing in fiscal year 2007. In addition, the agency is recruiting to fill 
new positions resulting from industry growth and vacancies resulting from attrition. 

RISK BASED INSPECTION 

Question. Mr. Secretary, recently the Food Safety and Inspection Service an- 
nounced a plan and time table for implementing risk based inspection in meat and 
poultry plants. 

Please explain this proposal. 

Answer. Under a risk-based inspection system, the type and intensity of inspec- 
tion activity at each establishment will be determined by the relative inherent risk 
of product, the volume processed, and the ability of each establishment to control 
risk. Risk-based inspection will allow USDA’s Food Safety and Inspection Service 
(FSIS) to more effectively allocate inspection resources to those processing plants 
that need them the most and carry out less intense inspection at plants with better 
risk control, while continuing daily inspection at all processing facilities. The public 
health goal of risk-based inspection is to target FSIS resources more directly at the 
greatest risks and reduce overall risks found in meat, poultry and egg products 
under agency jurisdiction. 

Question. How have industry and consumer groups reacted to this proposal? 

Answer. Most of the industry and consumer groups with whom FSlS has met be- 
lieve the concept of risk-based inspection can achieve the desired goal of using FSIS 
resources more effectively. 

Question. Does FSIS have an IT system for collecting and analyzing data for risk 
based inspection? If not, why not? 

Answer. In fiscal year 2008, FSIS will use base funds to help move forward with 
information technology hardware and software improvements. The improvements 
are necessary to build a public health data infrastructure that will allow for real- 
time data analysis — a key element of the enhanced risk-based inspection system. 
FSIS efforts to upgrade its information technology infrastructure are expected to be 
completed in the first quarter of fiscal year 2008. The IT system will improve data 
by incorporating new inspection data generated as a consequence of planned en- 
hancements to inspection activity. In addition, the agency will design an external- 
USDA peer-reviewed, risk assessment to model the implementation of risk-based in- 
spection in processing plants such that we can predict and respond to the public 
health outcomes of inspection activity nationwide. 

Question. How does FSIS expect risk based inspection will make meat safer for 
consumers? 

Answer. RBI will make meat safer for consumers by targeting inspection re- 
sources to high risk activities and establishments. This will help ensure that meat 
and poultry products are being more effectively inspected using state-of-the-art data 
collection techniques and analysis. 

Question. How will FSIS measure the success of the program? 
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Answer. USDA’s Food Safety and Inspection Service (FSIS) intends to implement 
and review risk-based inspection for processing in a careful and deliberative man- 
ner. The perfect report card for the long-term would be a measured decrease of food 
borne disease and death. While FSIS is still in the process of developing how we 
intend to evaluate RBIS, in the near-term, FSIS will compare such measures as 
verified consumer food safety complaints, product recalls, and changes in the effec- 
tiveness of establishment risk controls between RBIS and traditionally-inspected es- 
tablishments. In addition, FSIS will be interviewing inspection program personnel, 
and the USDA’s Office of Inspector General will be continuing to audit the develop- 
ment and implementation of RBIS. 

Question. Will total inspection hours or inspection staff be reduced as a result of 
this proposal? 

Answer. Under a more robust risk-based inspection system for meat and poultry 
processing, USDA will continue using the same number of inspection program per- 
sonnel, spending the same amount of time conducting inspections. Risk-based in- 
spection is about working smarter to protect public health by having inspection per- 
sonnel spend more time in the processing plants that need assistance and expertise. 

NATIONAL ANIMAL IDENTIFICATION SYSTEM 

Question. Mr. Secretary, the Congress has provided over $99 million for the imple- 
mentation of an animal identification system. I understand that an additional $18.7 
million has been transferred from the Commodity Credit Corporation for this pur- 
pose as well. The fiscal 2008 budget request proposes an additional $33 million to 
continue this project. If this funding is provided in fiscal 2008, the total amount 
spent on the animal identification system will be in excess of $150 million by the 
end of 2008. Unfortunately, the direction USDA plans to go with this system is still 
not clear. 

What has all this funding accomplished? 

Answer. The National Animal identification System is composed of three compo- 
nents: premises registration, animal identification, and animal tracing. Premises 
registration is the foundation of the program. As of March 12, 2007, all 50 States, 
60 Tribes, and 2 U.S. Territories are capable of registering premises according to 
USDA standards, and approximately 378,000 locations have been registered. 

Significant progress has also been made on the second component of NAIS, animal 
identification. As of March 12, 2007, approximately 1 million AIN devices have been 
distributed. 

The third component of the NAIS, animal tracing, is currently under development 
with the help of USDA’s industry and State partners. Industry, through private sys- 
tems, and States will manage the animal tracing databases that maintain the move- 
ment records of animals. Full deployment of the Animal Trace Processing System 
is planned for the near future. 

Question. In USDA’s opinion, how does a comprehensive animal identification sys- 
tem work from identification of an animal disease outbreak to resolution of the prob- 
lem? 

Answer. The NAIS includes three components: premises registration, animal iden- 
tification, and animal tracing. When the system is fully operational, all three of the 
NAIS components would be used together to provide a streamlined system of infor- 
mation in a disease situation. This information would be available to help inves- 
tigate the source of a disease outbreak and identify any animals and/or locations 
in the United States that may be at risk of spreading disease. 

An example will be provided for the record. 

[The information follows:] 

A diseased animal is detected at a slaughterhouse; authorized animal health offi- 
cials enter the animal’s identification number (AIN) into the National Animal Iden- 
tification System (NAIS) Animal Trace Processing System (ATPS); the search will 
provide information on AIN devices distributed to a premises and animal movement 
records for that animal from the private/State animal tracing database; authorized 
animal health officials then have a listing of locations associated with the animal; 
the search will also provide the other animal identification numbers that were 
present on the premises during the time the animal in question was there. This 
helps officials identify animals that may have been exposed to the disease. Animal 
health officials can then begin an epidemiologic investigation and take precise ac- 
tions to address the situation, minimize its impact on producers, and speed disease 
response efforts. 

While NAIS will not “prevent” the initial occurrence of a disease, it can reduce 
or prevent the spread of disease. Without this system of information, it can take 
days, weeks, and too often, months of manual searching to complete a disease inves- 
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tigation. Moreover, the inability to quickly address an emerging animal disease can 
have negative economic and domestic/international trade implications for the live- 
stock industry and governments. Having NAIS — a streamlined, modern information 
system — in place will not only speed up disease response but also ensure that these 
efforts are comprehensive and accurate. 

Question. How much does USDA estimate the animal identification system will 
cost when completed? Is there an end in sight to continual $33 million funding re- 
quests? 

Answer. It is projected that, once NAIS has been fully implemented, the funding 
necessary to maintain the system will be less than the funding necessary to create 
the supporting infrastructure in all States, participating Tribes, and Territories. 
However, premises information will need to be updated as changes occur throughout 
the country. Participants in the private sector will require ongoing administrative 
support and the technologies that enhance NAIS. Therefore, funding will still be 
necessary to maintain the system, to preserve security, to make any necessary up- 
grades, and to ensure that producers are well-informed regarding the system. 

COMMODITY SUPPLEMENTAL FOOD PROGRAM (CSFP) ELIMINATION 

Question. Mr. Secretary, for the second year in a row the budget request elimi- 
nates the Commodity Supplemental Food Program, which serves the elderly and 
young women and their children in 32 States, 2 Indian reservations, and the Dis- 
trict of Columbia. The elimination of this program results in a $107 million reduc- 
tion from the fiscal 2007 joint resolution rate. Please explain why USDA chose to 
eliminate this program. 

Answer. In the Administration’s view, ensuring adequate funding for programs 
that have the scope and reach necessary to provide access to eligible people wher- 
ever they may reside is a better and more equitable use of scarce resources than 
to allocate them to programs that cannot provide access to many areas of the coun- 
try. For this reason, the Administration has placed a priority on funding the Food 
Stamp Program, WIC, and other nationally-available programs which provide bene- 
fits to eligible people wherever they may live, including communities currently 
served by CSFP. 

Question. Does the budget proposal provide an alternative for all CSFP partici- 
pants? 

Answer. In the Administration’s view, ensuring adequate funding for programs 
that have the scope and reach necessary to provide access to eligible people wher- 
ever they may reside is a better and more equitable use of scarce resources than 
to allocate them to programs that cannot provide access to many areas of the coun- 
try. For this reason, the Administration has placed a priority on funding FSP, WIC, 
and other nationally-available programs which provide benefits to eligible people 
wherever they may live, including communities currently served by CSFP. 

Included in these programs are Federal nutrition assistance programs targeted 
specifically to seniors. These programs, administered by the Administration on 
Aging and authorized by the Older Americans Act of 1965, include congregate nutri- 
tion services and home-delivered nutrition services and are available nationwide to 
all seniors aged 60 and older. The Administration’s 2008 budget request includes 
$383 million and $181 million for these two programs, respectively. In addition, the 
2008 budget request includes $147 million for the Nutrition Services Incentive Pro- 
gram. Combined, the Older Americans Nutrition Programs serve about 250 million 
congregate and in-home meals to about 2.6 million older adults annually. In addi- 
tion to the Administration on Aging programs for seniors, low-income individuals of 
any age have access to TEFAP. 

Question. What percentage of elderly CSFP participants are currently enrolled in 
food stamps and receive CSFP as a supplement to their monthly food stamp allot- 
ment? 

Answer. We estimate that about 20 percent of elderly CSFP participants are cur- 
rently enrolled in food stamps, based on data on low-income elderly individuals we 
have used in our budget estimates. 

WIC LEGISLATIVE PROPOSALS 

Question. Mr. Secretary, the budget includes a proposal to reduce state nutrition 
services and administration grants in the WIC program. Specifically, the proposal 
reduces the per participant nutrition services and administration amount paid to 
states in fiscal 2008 back to the fiscal 2006 rate. The proposal is accompanied by 
a $145 million reduction to the WIC program in the budget. Please explain why 
USDA chose to reduce the NSA grant to states. 
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Answer. The current proposal is intended to provide a reduction in WIC NSA 
funding to slow its growth. Further cost containment is needed to maintain the Pro- 
gram’s ability to serve all eligible persons expected to seek services in fiscal year 
2008, which is estimated to be approximately 8.28 million persons. WIC State agen- 
cies have been extremely successful in containing food costs. We therefore believe 
WIC State agencies can achieve similar success in containing NSA costs. 

Question. Why did USDA choose to go back to 2006 as the base year instead of 
keeping costs flat at the 2007 rate? 

Answer. The administrative expenditure per participant (AGP) is determined each 
year by inflating the prior year’s AGP by the State and Local Expenditure Index 
(SLEI). From fiscal year 1999 through fiscal year 2006, the SLEI increased 32 per- 
cent, or an average of 4.5 percent per year. The SLEI increase from fiscal year 2006 
to fiscal year 2007 is even higher at 6 percent. Over the same period, some broader 
measures of inflation (e.g., the Consumer Price Index for Urban Wage Earners and 
Clerical Workers and the Gross Domestic Product Price Index) have risen more 
slowly (21 percent and 18 percent respectively). Given that these other measures re- 
flect a significantly lower rate of inflation than the SLEI, using 2006 as the base 
year will reduce the AGP so that it is more consistent with what would have oc- 
curred if it had grown at a rate comparable to those broader inflation indicators. 

Question. Why did USDA choose to use the budget as a vehicle for changing the 
NSA grant amount instead of asking for the change as a part of farm bill discus- 
sions with the authorizing committees? 

Answer. For the proposed NSA cost containment initiative to be effective for fiscal 
year 2008, the proposal had to be included in the fiscal year 2008 budget request. 

Question. How will this reduction impact the states ability to implement new WIC 
programs such as the revised food packages that are to be implemented at the end 
of this year? 

Answer. State agencies will be encouraged to work with Federal program staff to 
seek efficiencies in the administration of the requirements so that the reduction in 
NSA funding does not negatively impact program operations. FNS does not believe 
that the food package rule will necessitate increased staff or any other action that 
would result in major, additional administrative expenditures over the long term. 
FNS does not expect the reduction in NSA will affect the States’ ability to imple- 
ment the revisions to the food packages. 

WIC MANAGEMENT INFORMATION SYSTEM FUNDING 

Question. The budget request does not include funding for Management Informa- 
tion Systems. Please describe the current state of Management Information Systems 
in the WIC program including a discussion of states that still use paper systems 
to manage WIC caseload. 

Answer. Currently, all State agencies use automated systems to manage caseload 
and support daily operations. While the vast majority of WIC systems are electronic 
rather than paper-based, many clinics have insufficient computers to accommodate 
every workstation. Thus, in some cases participant data may be collected manually 
and later entered into a centralized system. 

Question. Why does the budget not include funding for Management Information 
Systems? 

Answer. The fiscal year 2008 budget does not request additional funding for im- 
plementation of WIC EBT. In fiscal years 2006 and 2007, $19.8 million was avail- 
able for management information systems and technology needs. Assuming these 
funds are not needed to support caseload in fiscal year 2007, current funding is suf- 
ficient through fiscal year 2008 for system development and EBT initiatives. 

WIC $200 MILLION CONTINGENCY FUND 

Question. The budget request proposes to increase the WIC contingency fund to 
$200 million from $125 million. Why does the contingency fund need to be in- 
creased? 

Answer. Increasing the amount of funds available in the contingency fund will 
allow the Department to ensure that adequate funds are available to support ex- 
pected participation should food costs exceed projections. The Department is con- 
cerned about the potential of increased food costs in fiscal year 2008. Infant formula 
rebate savings are a significant and integral part of the WIC Program and are esti- 
mated to support the participation of over 2 million women, infants and children. 
Any erosion of these savings has serious implications for funding needs to support 
projected participation. In the past 2 to 3 years, the Department has observed a re- 
duction in the percent discount on infant formula received by some WIC State agen- 
cies, which has led to increased formula costs. For example, twenty-seven geo- 
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graphic State agencies have recently awarded contracts that have started in fiscal 
year 2007 or fiscal year 2008 and all but one of these State agencies received a re- 
bate that yields a significant decrease in the discount on the wholesale cost from 
that received in its prior contract. 

WIC FOOD PACKAGE 

Question. The updated WIC food package is supposed to be finalized and imple- 
mented at the end of this year. Is the Department on-time to implement the food 
package? 

Answer. Over 46,000 comments that were received on the proposed changes to the 
WIC food packages published for comment August 7, 2006 and are currently being 
analyzed. We anticipate issuing an interim final rule updating the WIC food pack- 
ages in September 2007. 

RESEARCH, EDUCATION, AND ECONOMICS REORGANIZATION 

Question. One of the administration’s farm bill proposals would make significant 
changes to the Research, Education, and Economics mission area within USDA. 
Specifically, CSREES and ARS would be folded into one agency. The thrust of the 
argument for this change is that it will lead to better coordinated research and end 
redundancies. 

Is that not the job of the Under Secretary? 

Answer. While the Under Secretary has a role in coordinating the efforts of the 
four REE agencies, it is important to institutionalize this coordination within the 
agencies themselves. This can best be accomplished by merging ARS and CSREES 
into a single agency with a single national program staff. 

This will help ensure that resources will be maximized and that the comparative 
strengths of our intramural and extramural system are better utilized to tackle crit- 
ical problems facing agriculture. This merger will also strengthen the tie between 
USDA’s intramural research programs and the extension service. This will facilitate 
a broader dissemination of science-based technologies to farmers and ranchers. 

Question. Does he not have the authority to make ARS and CSREES operate more 
efficiently? 

Answer. While the Under Secretary has the authority to help make REE agencies 
more efficient, the current organizational structure of the mission area is a limiting 
factor. By having separate agencies with separate national program staffs, there are 
some inefficiencies that cannot be fully addressed without bringing the agencies to- 
gether. The merger of ARS and CSREES will better enable the Under Secretary to 
overcome these inefficiencies. 

Question. Why don’t you use the budget process to better coordinate research? 

Answer. The REE budget process promotes research coordination across the REE 
agencies. As part of the budget formulation process, each year the Under Secretary, 
in consultation with the agency Administrators, identifies high priority issues for 
which coordinated budget requests are developed. The proposals take into consider- 
ation the current research program within each agency and identify program en- 
hancements that are responsive to research needs and agency strengths. For exam- 
ple, the President’s fiscal year 2008 budget proposes complementary budget in- 
creases in bioenergy for CSREES, ARS, and ERS. Merging ARS and CSREES would 
result in one National Program staff and a single planning process for each program 
that would result in an integrated plan for the core program that capitalizes on the 
strengths of intramural and extramural research and minimizes any undesirable 
redundancies. 

Question. What steps have you taken in the fiscal 2008 budget to eliminate 
redundancies and better coordinate research among ARS and CSREES? 

Answer. For the REE fiscal 2008 budget, similar to previous years, the Under Sec- 
retary, in consultations with the agency Administrators, identified high priority 
issues for which coordinated budget requests were developed, thus promoting cross- 
agency coordination. The Under Secretary also oversaw the development of the 
agency proposed budgets to ensure an appropriate balance across programs and 
agencies. In some cases, this involved reprogramming within the core budget. 

Throughout the fiscal year, the agencies frequently coordinate efforts on a range 
of research issues. For example, ARS and CSREES have recently developed a joint 
plan to address the Colony Collapse Disorder threatening the honey bee industry 
and production of many crops. Were ARS and CSREES to merge, there would be 
one national program staff that would routinely develop integrated program plans 
with intramural and extramural components. Such plans would inherently promote 
coordination and avoid redundancy. 
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Question. What specific direction has been provided to Under Secretary Buchanan 
to make certain that redundancies are eliminated and research is better coordi- 
nated? 

Answer. USDA is continually striving to maximize the efficiency and effectiveness 
of its programs. Likewise, Under Secretary Buchanan is looking for ways to make 
REE agencies more efficient and effective. Merging ARS and CSREES will help re- 
duce redundancies and better coordinate research, thus furthering this objective. 

APHIS PROGRAM COST SHARE 

Question. The President’s budget for the Animal and Plant Health Inspection 
Service requests decreases for numerous programs such as Agricultural Quarantine 
Inspection, Boll Weevil, Brucellosis, Chronic Wasting Disease, Asian Longhorned 
Beetle, Glassy-winged Sharpshooter, Johne’s Disease, Pink Bollworm, Wildlife Serv- 
ices Operations and Wildlife Services Methods Development. The justification for 
the funding reductions is the assumption that States or other cooperators/bene- 
ficiaries will begin paying more toward efforts to fight such plant and animal pests 
and diseases. In some cases, specific cost-share rates are indicated. 

For the record, please provide the funding contributions and cost-share rates for 
Federal vs. State/Local/Other for fiscal year 2006, and estimates for fiscal year 2007 
and fiscal year 2008. for all programs in the budget that request decreases to allow 
others to assume a larger funding portion of the program. In addition, please indi- 
cate what process and/or policies the Department uses to determine appropriate 
cost-share rates for these programs, and provide information on what indication you 
have that other State/cooperator/beneficiaries will begin paying the additional costs 
when Federal contributions are reduced. 

Answer. The following table depicts the funding contributions and cost-share rates 
for fiscal year 2006. In addition, we have provided estimates for fiscal year 2007 and 
fiscal year 2008. 

[The information follows:] 

TOTAL FUNDING: ALL SOURCES (ANNUAL) 

[Dollars In Millions] 



Federal 

Cooperator 

Total 

Percent Federal 

Chronic Wasting Disease: 





Fiscal year 2006 actual 

$15,163 

$4,473 

$19,636 

77.22 

Fiscal year 2007 (estimated) 

13.746 

9.164 

22.910 

60.00 

fiscal year 2008 (estimated) 

10.009 

11.141 

21.150 

47.32 

EPP-Asian Longhorned Beetle: 





Fiscal year 2006 actual 

27.322 

10.434 

37.756 

72.36 

Fiscal year 2007 (estimated) 

19.904 

13.713 

33.617 

59.21 

Fiscal year 2008 (estimated) 

18.316 

15.404 

33.720 

54.32 

EPP-Citrus Health: 





Fiscal year 2006 actual 

21.191 

39.884 

61.075 

34.70 

Fiscal year 2007 (estimated) 

36.455 

29.022 

65.477 

55.68 

Fiscal year 2008 (estimated) 

34.409 

33.368 

67.777 

50.77 

EPP-Glassy-Winged Sharpshooter: 





Fiscal year 2006 actual 

27.311 

25.443 

52.754 

51.77 

Fiscal year 2007 (estimated) 

24.130 

25.000 

49.130 

49.11 

Fiscal year 2008 (estimated) 

23.174 

27.133 

50.307 

46.07 

Johne's Disease: 





Fiscal year 2006 actual 

13.057 

6.900 

19.957 

65.43 

Fiscal year 2007 (estimated) 

12.080 

7.877 

19.957 

60.53 

Fiscal year 2008 (estimated) 

3.266 

16.691 

19.957 

16.37 

Noxious Weeds: 





Fiscal year 2006 actual 

1.875 

0.121 

1.996 

93.94 

Fiscal year 2007 (estimated) 

1.441 

0.121 

1.562 

92.25 

Fiscal year 2008 (estimated) 

1.146 

0.716 

1.862 

61.55 


Emergency program costs generally have been shared by APHIS and the State(s). 
These arrangements may also include local governments, industries, organizations, 
and groups that benefit from or are affected by animal and plant protection. 

Long-standing relationships between APHIS and State and industry cooperators 
usually enable an effective programmatic response to serious outbreaks. While coop- 
erator contributions are frequently in-kind or intangible in the early stages of a pro- 
gram, after several years USDA expects that funding would be requested at both 
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the Federal and State levels, as appropriate, to ensure continued progress in con- 
trolling and/or managing the pest or disease. When requested funding is not pro- 
vided, USDA evaluates the overall impact to program efforts and adjusts future 
funding requests accordingly. 

USDA believes that increased participation by all parties will facilitate improved 
planning and funding decisions by the Federal Government and its cooperators re- 
garding plant and animal pest and disease programs. However, USDA has no pre- 
determined rates. 

In planning with our partners, we consider factors such as the availability of 
funding to program participants; weather and any other environmental constraints; 
the potential of the pest to cause significant economic damage to agricultural or nat- 
ural resources; the extent to which the pest or disease has spread; the availability 
of effective detection and control technology or availability of diagnostic tests; and, 
the availability of acceptable alternatives for controlling and managing the pest or 
disease. 


CROSS-CUTTING TRADE NEGOTIATIONS AND BIOTECHNOLOGY RESOURCES 

Question. What is the basis for the funding increase proposed for fiscal year 2008? 

Answer. As the usage of biotechnology, both domestically and internationally, has 
expanded in recent years, the Department has recognized the need to increase its 
oversight and regulatory activities in this area. The requested funding increase 
would allow for the expansion of regulatory and trade strategies for specialty crops 
and transgenic animals, and improved communication materials for both domestic 
and international markets. 

Question. Specifically, how will the funds for “cross-cutting trade negotiations and 
biotechnology resources” be used? 

Answer. Cross-cutting trade and biotechnology funding would be used to conduct: 
quantitative analyses and studies needed to support increasingly complex compli- 
ance activities; expand a project to develop a regulatory and trade strategy for spe- 
cialty crops; increase regulatory activity in the area of transgenic animals — domesti- 
cally, in international markets, and in international standard setting organizations; 
and increase outreach activities for both domestic and international markets. These 
projects would involve multiple USDA agencies. 

Question. Please discuss specific results achieved using these funds in the past? 

Answer. The Foreign Agricultural Service has used this funding to support U.S. 
trade policy objectives for agricultural biotechnology that include expanding market 
access through negotiation and coalition building initiatives. The funds support 
USDA bilateral and multi-lateral negotiating efforts by providing the means to 
sponsor technical and policy level exchanges (e.g., during the Korea and Malaysia 
FTA negotiations, Vietnam WTO accession negotiations, etc.), and to support the 
U.S. WTO challenge of the EU moratorium on agricultural biotechnology approvals. 
The funds also have helped to support U.S. coalition building efforts to address over- 
ly restrictive interpretations of the Cartagena Protocol. U.S. outreach efforts center 
around an array of USDA sponsored workshops hosted in multiple foras, including 
the Asia Pacific Economic Council and North American Biotechnology Initiative, to 
raise awareness of the importance of sound regulatory systems. Initiatives under- 
taken using these funds are aimed at increasing market access for U.S. agricultural 
trade and fostering implementation of policies that are transparent and based on 
sound science through coalition building, global public diplomacy, the advancement 
of science-based regulation and in accordance with international obligations. 

The Animal and Plant Health Inspection Service has used the funds to focus on 
two areas. First, to strengthen Federal-State partnerships, APHIS’ Biotechnology 
Regulatory Services supported the pilot State inspection project, designed and began 
developing an on-line biotechnology training module for State regulatory officials 
and others, and conducted outreach to State regulators. Second, APHIS imple- 
mented recommendations from the Office of the Inspector General to enhance com- 
pliance and inspection activities, and funded select biotechnology inspections. 

The Cooperative State Research, Education, and Extension Service used the funds 
to support the initial phases of the Specialty Crops Regulatory Initiative (SCRI), an 
effort by a diverse group of public and private-sector stakeholders to establish an 
entity that can assist developers of biotechnology-derived specialty crops to complete 
the existing regulatory process. During 2006-2007, a consultant for the SCRI plan- 
ning group began development of a business plan and structure for SCRI, as well 
as a roadmap for phased implementation of the SCRI program. 

Question. Why should the funds be appropriated to the Office of the Secretary in- 
stead to specific agencies? 
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Answer. Because of the cross-cutting nature of these activities, which can involve 
a number of different USDA agencies, the Department proposed several years ago 
that the funding be provided to the Office of the Secretary. This approach allows 
the funding to be allocated in response to emerging issues to whatever agency or 
agencies have the appropriate expertise and knowledge to address them. In addi- 
tion, having a central fund helps in the coordination of these activities within the 
Department and avoids duplication in agencies’ efforts. 

OFFICE OF THE SECRETARY, PROVINCIAL RECONSTRUCTION TEAMS 

Question. How would the funding be allocated between Iraq and Afghanistan? 

Answer. USDA estimates that $5.3 million will be used to support PRT activities 
in Afghanistan and $7.2 million will be used to support PRT activities and related 
technical assistance in Iraq. These estimates are subject to change as conditions and 
opportunities dictate. 

Question. For each country, please explain what activities the members of the 
PRT will be involved in. 

Answer. In Iraq, USDA’s advisors serving with the PRTs will work to support a 
market-based approach to agribusiness; improve livestock health and animal pro- 
duction; improve the production of dryland agriculture, especially wheat yields and 
crop diversification; and increase the production and processing of horticultural 
crops. 

In Afghanistan, USDA will address many of the same issues, and will also con- 
tinue efforts to improve irrigation and farm water use efficiency; promote post-har- 
vest storage for improved nutrition; stimulate tree production, reforestation, and re- 
vegetation; and reestablish production of high-value horticultural crops. 

Question. How will you measure success? 

Answer. USDA’s PRT advisors rely on funding from USAID and the military to 
carry out specific reconstruction projects. In designing projects, each advisor will es- 
tablish metrics to measure success. In the long-term, success will be evident in im- 
proved crop yields, increased irrigated land under cultivation, and greater food 
stores in periods of seasonal need. 

Question. How will you ensure these funds are used effectively? 

Answer. USDA has instituted programmatic and administrative controls in field 
offices as well as Washington-based offices. USDA coordinated closely with other 
U.S. Government, Iraqi, and Afghan agencies to ensure that programs are designed 
to meet the specific needs of the end users. 

Question. How much of the requested funding will go into the field? 

Answer. USDA estimates that of the $12.5 million requested for these activities 
in Iraq and Afghanistan, 76 percent or approximately $9.5 million will be used to 
cover in-country staff salaries, operations, and technical assistance/capacity building 
activities. 

Funding that is not used in country covers items that are essential for the admin- 
istration and conduct of these activities. They include the costs for such things as 
recruitment and selection, medical and security clearances, supplies and equipment 
(e.g., satellite phones), travel for both recruitment interviews and deployment to the 
countries, and associated administrative costs of FAS, which administers these ac- 
tivities on behalf of the Department. 

Question. Will any of the requested funding go to the State Department and/or 
Defense Department? Is so, for what? 

Answer. USDA anticipates that approximately $200,000 will be transferred to the 
State Department to cover fiscal year 2008 International Cooperative Administra- 
tive Support Services (ICASS) charges related to USDA activities in Afghanistan. 
However, we do not anticipate that USDA will be assessed fiscal year 2008 ICASS 
charges for USDA activities in Iraq. 

AGRICULTURAL RESEARCH SERVICE, BUILDINGS AND FACILITIES 

Question. How much will the new facility in Athens, Georgia cost to construct, fur- 
nish, and equip? 

Answer. The latest design and construction estimate is $207 million — $16 million 
for design in fiscal year 2008 and $191 million for construction. Equipment nec- 
essary for the facility is included in the total construction cost. 

Question. Please describe the process used to determine that this facility is nec- 
essary? 

Answer. Avian Influenza is a continuing problem in Asia where millions of poultry 
have been killed to protect both the industry and the consumers, and where over 
150 humans have died from infection after direct contact with sick birds. Avian in- 
fluenza and other viral diseases of poultry, such as NewCastle disease that recently 
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devastated the poultry industry in the Southwest require new technologies to under- 
stand the origin and spread of the disease, their rapid detection and their control 
through vaccines and novel management approaches. A leading laboratory in the 
world to conduct research on such poultry diseases is the USDA Southeast Poultry 
Research Laboratory in Athens, Georgia. The high containment laboratory is housed 
in outdated facilities that make it difficult to meet the needs of a modern bio-con- 
tainment facility. Clearly, a new facility is critical to the protection of humans as 
well as poultry. The proposed new, modernized facility will meet the long term 
needs for bio-containment laboratory and animal space. It will enable scientists to 
more adequately address the emerging/exotic poultry diseases which threaten not 
only the Nation’s poultry industry but potentially the health of hundreds of thou- 
sands of Americans. This new facility would consolidate existing facilities in Athens, 
Georgia, and East Lansing, Michigan, some of which were constructed as early as 
1939. 

Question. How will ARS manage this construction project to make sure it is on 
budget and on time? 

Answer. ARS has experience managing projects of this complexity and scope as 
evidenced by the successful implementation of the Ames Modernization Project. The 
engineering and contract management responsibilities and oversight will be handled 
by the ARS Facilities Division (FD). All detailed planning, design, scheduling and 
day-to-day construction inspection will be achieved through contracts with architect- 
engineering firms with oversight provided by the FD. Rigorous quality assurance 
measures will be instituted and lessons learned from the Ames Modernization 
Project related to bio- containment construction will be incorporated into the man- 
agement strategy to ensure budget, schedule, and quality issues are adequately ad- 
dressed. 

Question. Are all ARS facilities currently in good repair? Do they meet all applica- 
ble state and Federal codes? Do they pose any threat to human health or safety? 
Please provide information, including an estimated cost, for each location where re- 
pairs are necessary to bring the facility into compliance. 

Answer. In response to Executive Order 13327, Real Property Asset Management, 
ARS is in the process of implementing a Facility Asset Management program that 
will capture accurate repair and modernization needs — information not currently 
available. A private firm specializing in documenting facility condition was hired to 
support our efforts by sampling facility condition, analyzing ARS replacement val- 
ues, and providing estimates of repair needs based upon sampling results and in- 
dustry metrics. Based upon this analysis it has been determined that the ARS facil- 
ity portfolio is considered to be in “fair” condition with an average condition index 
of 0.90 out of 1.0, and total deferred maintenance needs estimated at $317 million. 

All human health or safety issues are handled immediately utilizing existing 
funding resources. All non-threatening code issues are addressed as funds become 
available. 

Question. Please provide an update on the status of the Anacostia Waterfront Cor- 
poration’s Riverwalk project along the perimeter of the U.S. National Arboretum. 

Answer. The U.S. National Arboretum (USNA) has contracted with a landscape 
architecture firm to develop a conceptual plan for improvements to and development 
of the USNA property adjacent to the Anacostia River water front. The plan in- 
cludes access to the Anacostia River, a tram stop on the flood plain area, and consid- 
erable improvements to the entire Asian Collections. Portions of this area will be- 
come accessible and a new parking lot, as well as orientation and restroom facilities 
are planned. The USNA has met with the National Park Service to coordinate long- 
range plans which were then incorporated into a revised USNA Master Plan that 
was approved by the National Capital Planning Commission and the U. S. Commis- 
sion on Fine Arts. 


USDA OVERSEAS ACTIVITIES 

Question. Please provide information on the activities of USDA in the Middle 
East, Southwest Asia, India, Afghanistan, Pakistan, and East Africa. 

Answer. The requested information will be provided for the record. 

[The information follows:] 

Middle East and Southwest Asia . — With funding from the Department of State 
under the Middle East Partnership Initiative (MEPI), USDA is implementing 
projects supporting Free Trade Agreements (FTAs), Trade and Investment Frame- 
work Agreements (TIFAs), and WTO Accession for selected countries in the North 
Africa and the Gulf Region. Activities include technical assistance in food safety and 
food defense, animal health, plant health, and environmental considerations in 
these areas. 
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In Egypt, USDA and USAID are actively engaged in capacity building programs 
in cooperation with Egyptian Ministries. A main effort is to develop a biosafety reg- 
ulatory system. Other U.S. -Egyptian capacity building efforts include U.S. inter- 
agency and Egyptian science and technology collaboration and training on sanitary 
and phytosanitary (SPS) standards. 

The Cochran Fellowship Program has trained 163 fellows from Southwest Asia 
and Middle Eastern countries since 1999. Recent programs include training in food 
safety, agricultural extension, grain procurement and poultry management. The 
Norman E. Borlaug International Agricultural Science and Technology Fellows Pro- 
gram (Borlaug Fellows Program) conducts faculty and scientist exchange programs 
with developing countries. During fiscal years 2004-2007, the Borlaug Fellows pro- 
gram included eight participants from the Middle East and 12 from Southwest Asia. 

India . — USDA is the lead agency on the U.S. -India Agricultural Knowledge Initia- 
tive (AKI), a 3-year public/private sector Presidential Initiative. Support for this ini- 
tiative comes from USDA and across the U.S. Government, resulting in a large 
number of successful activities in four focus areas: (1) university capacity building; 
(2) biotechnology; (3) food processing and marketing; and (4) water resource man- 
agement. For example, USDA is currently supporting four Animal and Plant Health 
Inspection Service (APHIS) technicians in India working on pre-clearance of man- 
goes. USDA is hosting two workshops on food safety regulations in Mumbai and 
Bangalore, with an upcoming workshop on biotechnology for the public and private 
sector and scientists. In addition, USDA worked with the National Association of 
State Universities and Land Grant Colleges to fund small seed grants to foster uni- 
versity-to-university collaboration. 

With funds from USAID, USDA is providing training and technical assistance to 
the Government of India on rural electrification and alternative financing models. 
The Cochran Fellowship Program has trained 97 Indians since 2000. Under the 
India-U.S. Agriculture Knowledge Initiative, the Cochran Program will train 12 in- 
dividuals per year from 2006 through 2008. 

Afghanistan. — USDA’s primary technical assistance initiatives in Afghanistan ad- 
dress a range of issues, including livestock health, SPS standards, agricultural ex- 
tension, conservation of biodiversity, rangelands and watersheds management, and 
capacity building in information technology and communications. Under the Provin- 
cial Reconstruction Team (PRT) program, USDA has deployed and supported 36 ag- 
ricultural advisors from nine USDA agencies on 9-month assignments. The advisors’ 
activities focus on projects that rehabilitate a province’s agricultural infrastructure, 
both physical and institutional. In 2007, USDA is providing seven advisors for 
PRTs. 

The Cochran Fellowship Program has trained 14 Afghans since 2004 in the areas 
of small business entrepreneurship and animal disease diagnosis. The Cochran Pro- 
gram is currently planning programs for fiscal year 2007 and fiscal year 2008 in 
the areas of animal health and agricultural extension. 

Pakistan . — Under a reimbursable agreement, since 2006 USDA has had two staff 
members detailed to USAID/Pakistan, working on the 4-year, $200 million Pakistan 
Earthquake Reconstruction Program. USDA staff lead a 10-person team spread 
across four locations in Pakistan. The teams focus on construction, training, capacity 
building, and the rehabilitation of livelihoods (agriculture and markets). The Coch- 
ran Program has trained 20 Fellows from Pakistan since 2000 in the areas of feed 
manufacturing, grain procurement, cotton classification, cooperative development, 
biotechnology and wheat milling. 

East Africa . — In 2007, USDA led an Agribusiness Trade and Investment Mission 
to East Africa. Participant countries included Burundi, Ethiopia, Kenya, Rwanda, 
Tanzania, Uganda and Zambia. The Mission’s objectives were to promote U.S. -Africa 
agribusiness cooperation, trade, and investment. Under the Africa Growth and Op- 
portunities Act (AGOA) USDA is implementing an SPS program that includes ca- 
pacity building in plant and animal health and food safety systems for the East Af- 
rica region. This program specifically helps the following East African countries: 
Kenya, Ethiopia, Rwanda, Uganda, and Tanzania. The Cochran Fellowship Program 
has trained 207 fellows from East Africa; Cochran expects to train a total of 20- 
25 participants from these countries in fiscal year 2007. The Borlaug Fellows pro- 
gram on Women in Science has supported six scholars from Kenya and five from 
Uganda. 

USDA has also provided food assistance to various countries in these regions as 
follows: 
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USDA FOOD AID ACTIVITIES IN SELECTED COUNTRIES IN FISCAL YEAR 2006 AND FISCAL 

YEAR 2007 

[Dollars in millions] 


Country 

Activity 

Value 



$26.2 

12.7 





10.4 



9.5 

Bangladesh 

School feeding and food processing improvements 

4.4 



7.4 



6.3 


Agricultural development, natural resource management, 
and income supplements for the poor. 

20.0 


18.1 



7.8 


Rural development and improvement in financing system 

9.1 


9.2 



12.7 

Mozambique 

Mozambique 


4.4 

Rural development and HIV/AIDS education and prevention 

8.4 

8.1 



7.0 



11.9 



0.2 



10.7 



6.8 



11.6 




FOOD SAFETY RESEARCH 

Question. Please provide an overview on all food safety research being conducted 
through ARS and CSREES. 

Answer. The information is submitted for the record. 

[The information follows:] 

ARS food safety research focuses on finding ways to assess and control potentially 
harmful food contaminants. These activities are conducted through 4 program com- 
ponents: microbial pathogens; chemical contaminants; mycotoxins and plant toxins. 
Research is designed to yield science-based knowledge on the safe production, stor- 
age, processing and handling of plant and animal products, and on the detection and 
control of toxin-producing and/or pathogenic bacteria and fungi, parasites, chemical 
contaminants, mycotoxins, plant toxins and biosecurity. This knowledge will assist 
regulatory agencies and the food industry in reducing the incidence of foodborne ill- 
nesses. ARS research also assists defense related agencies. 

The research program is directed towards improving public health, which is in- 
line with other countries. Research accomplishments are measured by the develop- 
ment, transfer and implementation of new technologies to Federal agencies and the 
private sector. Since food-safety and -security are global issues, research also in- 
volves both national and international collaborations. 

The program’s role in bioterrorism related research is to establish methods to pro- 
tect “at-risk” foods; strengthen and expand laboratory preparedness; and develop 
rapid and confirmatory laboratory methods to analyze suspect foods for “select 
agents,” toxins and chemical contaminants. 

Research is coordinated to meet the needs of USDA-FSIS; DHHS-FDA and the 
CDC, EPA and the DHS. The Program collaborates with the FDA, CDC, DHS, and 
fellow USDA agencies CSREES, ERS and FSIS on a wide variety of issues. 

A detailed 2006-2010 Action Plan outlining the ARS Food Safety Research Pro- 
gram is available at: http://www.ars.usda.gov/research/programs/pro- 

grams.htm?np code=108&docid=278 

The Food Safety Program has a long history of accomplishments for its major 
stakeholders and customers. The 6-year Accomplishment Report is available at: 
http://www.ars.usda.gov/research/programs/pro- 
grams.htm?np code=108&docid=7589 

Recent areas of accomplishment include: 

— Sensing technologies that enable detection of fecal contamination on animal car- 
casses and produce, helping lower the incidence of E. coli 0157:H7. 
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— Giving cattle an oral dose of sodium chlorate prior to slaughter holds promise 
as an effective intervention to kill E. coli in live cattle. 

— Rapid, sensitive and inexpensive assays for detecting pathogens and chemical 
residues, for example dioxins in food. 

Among the food safety research goals for the coming 5-years are: 

— Understanding the epidemiology and ecology of pathogens in the farm environ- 
ment through production and processing. 

— Development of intervention strategies to control pathogens in animal and 
produce production and processing. 

— Identification of factors responsible for mediating antibiotic resistance in 
foodborne and other bacteria. 

— Genomics to understand the differences between pathogens and non-pathogens, 
and identify factors that encode for variations in virulence. 

— Development and validation of methodologies and rapid screening tests, includ- 
ing on-line methods, to detect fungal and plant toxins. 

The Food Safety Program involves 10 major laboratories and approximately 250 
scientists. The total budget for fiscal year 2007 is $105.2 million. 

CSREES’ competitively funded food safety research programs are presently focus- 
ing on a few areas of interest to U.S. agriculture and consumers, including microbial 
contamination of fresh produce which is minimally processed prior to consumption. 
Bacterial pathogens E. coli and Salmonella are emphasized in this area as they have 
been particularly problematic. Contamination of seafood with viruses and Vibrio 
bacteria, Campylobacter and Salmonella bacteria in poultry and swine, and epide- 
miological approaches to development of on-farm mitigation measures and analysis 
of critical control points are also focus areas for the Agency this year. Also funded 
are competitively awarded projects which couple research, education, and extension 
activities with focus on education, certification, and training of industry, retail per- 
sonnel, and consumers. Integrated food safety projects also include emphasis in 
analysis of microbial contamination of fruits, vegetables, dairy, meat and poultry 
with subsequent information exchange through formal and informal educational set- 
tings. 

Funded projects cover a wide variety of food safety issues; however, all maintain 
a scope of funding that relies on producing real-world answers to problems facing 
the food production, processing, distribution and regulatory communities as well as 
consumers. Priority areas align with CSREES mission and relevant goals, and dem- 
onstrate relevance to U.S. agriculture. Priorities are assessed annually to ensure 
food safety programs are able to respond to emerging issues. It is estimated that 
$23 million of CSREES funds in fiscal year 2006, fiscal year 2007, and fiscal year 
2008 support food safety research. 


Questions Submitted by Senator Robert C. Byrd 

NATURAL RESOURCES CONSERVATION SERVICE 

Question. Could you please provide the committee with information regarding 
plans by the Department to close agency field offices across the country, including 
the possible reorganization of these offices within each State? The committee is 
aware that some States are currently operating with a deficit in funding and one 
of the options apparently being discussed to address these deficits is the reorganiza- 
tion of field offices in these states. I have been informed that NRCS in West Vir- 
ginia, for example, could have a loss in workforce to address the deficit in our state. 
1 have heard concerns from my constituents that a NRCS office in Hamlin, West 
Virginia, could be closed which will result in a loss of services to constituents in 
southern West Virginia. 

Answer. In the face of constrained discretionary funding levels, NRCS has taken 
appropriate management steps to ensure that NRCS operates within its budget. As 
part of this effort, a central point of focus has been to ensure that there is the right 
number of offices in the right places. NRCS has not prescribed specific office moves 
or consolidation from Washington, DC. Instead, NRCS leadership believes that local 
agency staff, including the State Conservationist, know the State and local needs 
better than anyone. State Conservationists have to manage and work within a budg- 
et allocation each year. As a result, states are working with local partners, stake- 
holders, and constituents to develop plans that work to the betterment of each lo- 
cale. Consistent with the Department’s policy of keeping Congress informed of its 
activities, NRCS will notify Congress of office closures as appropriate. 
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RURAL DEVELOPMENT 

Question. Could you please provide the committee with information regarding 
plans by the Department to close agency field offices across the country, including 
the possible reorganization of these offices within each State? The committee is 
aware that some states are currently operating with a deficit in funding and one 
of the options apparently being discussed to address these deficits is the reorganiza- 
tion of field offices in these states. I have heard concerns from my constituents that 
it is possible that Rural Development offices could be closed or reorganized in West 
Virginia which will result in a loss of services to my constituents. 

Answer. The Rural Development State Directors have developed their reorganiza- 
tion plans for National Office consideration. While some employees will be working 
at a different office location, we are making every effort to minimize the disruption 
to staff. Rural Development is not proposing a Reduction-in-Force and all employees 
will be offered a position at their current grade and pay level. We are also seeking 
Voluntary Early Retirement Authority which could be of interest to those employees 
who are several years short of being eligible for regular retirement. 

Since the State plans are currently being reviewed, we do not know the number 
of offices to be closed or that will operate on a part-time basis. RD will keep the 
committee informed of its plans. It is RD’s intent that the reorganization be com- 
pleted by March, 2008. 

Our intent is to train staff so that they are knowledgeable in all Rural Develop- 
ment programs in order to provide better customer. We anticipate no reduction in 
services and plan to continue to provide comprehensive access to our programs. 

FARM SERVICE AGENCY 

Question. Could you please provide the committee with information regarding 
plans by the Department to close agency field offices across the country, including 
the possible reorganization of these offices within each State? The committee is 
aware that some states are currently operating with a deficit in funding and one 
of the options apparently being discussed to address these deficits is the reorganiza- 
tion of field offices in these States. I have heard concerns from my constituents that 
it is possible that Farm Service Agency offices could be closed or reorganized in 
West Virginia which will result in a loss of services to my constituents. 

Answer. As competition and accountability for limited resources continue to in- 
crease, we want to ensure we are still providing our customers with the efficient, 
accurate and timely service they deserve. Our FSA State Executive Directors (SEDs) 
are conducting independent, local-level reviews of the efficiency and effectiveness of 
the FSA office structure in their State. In each State, the SED and State Committee 
have formed a review committee to develop proposals for the optimum network of 
FSA facilities, staffing, training, and technology for their State within existing budg- 
etary resources and staffing ceilings. FSA is committed to meeting the needs of 
farmers and ranchers in the 21st century, and our hope is to wisely invest in our 
employees, technology and equipment. 

There is no comprehensive national plan or formula for identifying the optimum 
network of FSA offices. Each State will submit recommendations to FSA’s Deputy 
Administrator for Field Operations for review. If a State’s plan proposes office clo- 
sures or consolidations, we will strictly and faithfully follow the congressional and 
public notification procedures as required and outlined in Public Law 110-5. If a 
State recommends that any of our offices be closed or consolidated, we will hold pub- 
lic meetings in that county with area farmers, ranchers, and stakeholders within 30 
days of headquarters concurrence with the plan. We will notify Congress of the 
Agency’s intent to close offices 120 days prior to closure. 


Question Submitted by Senator Arlen Specter 

COMMODITY SUPPLEMENTAL FOOD PROGRAM 

Question. The Commodity Supplemental Food Program (CSFP) provides 6.4 mil- 
lion food packages to over 500,000 mothers, infants, children, and primarily low-in- 
come seniors — in fiscal year 2005, 15,575 households in PA received CSFP packages. 
CSFP food packages are delivered monthly, and provide $20 worth of food including 
cheese, milk, and canned fruits and vegetables. In his fiscal year 2008 budget re- 
quest, as in his fiscal year 2007 request, the President eliminated this program, 
stating that Food Stamps and the WIC program could meet the needs of CSFP re- 
cipients. Congress provided $112 million in fiscal year 2006 and has maintained 
that level in the fiscal year 2007 Continuing Resolution. Seniors, who represent 90 
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percent of CSFP recipients, are not eligible for the WIC program, and many of these 
seniors are also not eligible for food stamps, or are only eligible to receive $10 per 
month in food stamp benefits. Additionally, for seniors with disabilities, the CSFP 
program meets a vital need by bringing food directly to their homes. How does the 
Department plan to meet the needs of many of these seniors who depend on the 
CSFP program and who will not be eligible to receive any benefits, or will receive 
reduced benefits, from the Food Stamp program? 

Answer. Elderly participants who are leaving the CSFP upon termination of its 
funding and who are not already receiving food stamp benefits would be eligible to 
receive a transitional benefit worth $20 per month, ending in the first month fol- 
lowing enrollment in the Food Stamp Program under normal program rules, or 6 
months, whichever occurs first. Based on the information we have about the charac- 
teristics of all elderly food stamp participants, the average monthly food stamp ben- 
efit for an elderly person living alone was $70 per month in 2005. The percentage 
of food stamp households with elderly that received the maximum benefit (14.1 per- 
cent) was nearly as large as the percentage that received the minimum benefit of 
$10 (15.5 percent). Using information on the financial circumstances of low-income 
elderly, we estimate that CSFP participants transitioning to food stamps will re- 
ceive an average monthly benefit of $54 per person. 

Elderly CSFP participants who are ineligible for food stamps will be treated no 
differently than anyone else living in similar circumstances who is currently unable 
to participate in the CSFP due to its limited availability. Former CSFP participants 
will have access to the Emergency Food Assistance Program and other government 
and private non-profit programs that offer community-based food assistance oppor- 
tunities. 

Included in these programs are Federal nutrition assistance programs targeted 
specifically to seniors. These programs, administered by the Administration on 
Aging and authorized by the Older Americans Act of 1965, include congregate nutri- 
tion services and home-delivered nutrition services. The Administration’s 2008 
budget request includes $383 million and $181 million for these two programs, re- 
spectively. In addition, the 2008 budget request includes $147 million for the Nutri- 
tion Services Incentive Program. Combined, the Older Americans Nutrition Pro- 
grams serve about 250 million congregate and in-home meals to about 2.6 million 
older adults annually. 


FSIS IT INFRASTRUCTURE 

Question. It is my understanding that USDA’s Food Safety and Inspection Service 
is initiating a major change in its inspection program in order to allocate Agency 
resources according to risk. In order to determine risk on an ongoing basis, the 
Agency will need to analyze a significant amount of data from a wide variety of di- 
verse sources. Please detail the level of funding for information technology infra- 
structure for FSIS for fiscal year 2008 and compare this funding to 1) previous fund- 
ing for information technology for FSIS for the past 3 fiscal years, and 2) informa- 
tion technology infrastructure funding for other agencies in the Department. 

Answer. A chart detailing the funding for information technology infrastructure 
for USDA by mission area, for the previous 3 fiscal years, is provided for the record. 

[The information follows:] 

INFORMATION TECHNOLOGY INVESTMENTS BY AGENCY 

[Dollars In Millions] 


Agency 

Fiscal Year 

2002 Actual 

2006 Actual 

2007 Estimate 

2008 Budget 

Farm and Foreign Agricultural Services: 





Foreign Agricultural Service 

$23.3 

$23.1 

$29.9 

$26.2 

Farm Service Agency 

237.6 

263.6 

270.4 

303.0 

Risk Management Agency 

17.6 

20.4 

21.7 

30.7 

Subtotal, FFAS 

278.5 

307.2 

322.0 

359.9 

Food Nutrition and Consumer Services: Food and Nu- 





trition Service 

52.2 

593.8 

605.3 

641.2 

Food Safety: Food Safety and Inspection Service 

39.6 

43.4 

40.2 

38.2 

Natural Resources and Environment: 





Natural Resources Conservation Service 

71.8 

102.3 

104.4 

71.6 
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INFORMATION TECHNOLOGY INVESTMENTS BY AGENCY— Continued 

[Dollars In Millions] 


Agency 

Fiscal Year 

2002 Actual 

2006 Actual 

2007 Estimate 

2008 Budget 

Forest Service 

411.2 

396.7 

410.0 

407.1 

Subtotal, NRE 

483.0 

499.0 

514.3 

478.7 

Research, Education and Economics: 





Agricultural Research Service 

37.4 

52.2 

59.1 

39.3 

Cooperative State Research, Education & Exten- 





sion Service 

10.0 

9.7 

10.8 

10.8 

Economic Research Service 

7.1 

7.3 

6.1 

6.3 

National Agricultural Statistics Service 

23.5 

24.1 

24.3 

24.8 

Subtotal, REE 

78.0 

93.2 

100.3 

81.3 

Rural Development: Rural Development 

108.5 

119.9 

137.5 

138.1 

Marketing and Regulatory Programs: 





Agricultural Marketing Service 

18.1 

35.8 

35.2 

48.3 

Animal and Plant Health Inspection Service 

75.1 

81.7 

73,7 

76.2 

Grain Inspection, Packers & Stockyards Admin- 





istration 

6.9 

12.6 

12.3 

10.7 

Subtotal, MRP 

100.0 

130.0 

121.2 

135.2 

Office of the Chief Financial Officer: Office of the 





Chief Financial Officer 

83.4 

99.5 

188.7 

118.8 

Office of the Chief Information Officer: 





Office of the Chief Information Officer 

145.0 

62.2 

54.0 

30.2 

Common Computing Environment 

179.9 

128.3 

217.8 

(III) 

Subtotal, 0CI0 

324.9 

190.4 

271.8 

30.2 

Staff Offices 

45.7 

44.7 

56.5 

69.7 

Total, Information Technology Investments 

1,593.9 

2,121.0 

,357.9 

2,091.3 


1 Fiscal year 2008 President's Budget includes funding for CCE in FSA, RD, and NRCS. 


Question. Is the current level of funding sufficient for FSIS’ data analysis needs 
for the Agency’s new risk-based inspection initiative? 

Answer. The Food Safety and Inspection Service’s fiscal year 2008 budget request 
includes sufficient funding for hardware and software application needs, which in- 
cludes the agency’s needs for risk-based inspection in processing. 


Questions Submitted by Senator Christopher S. Bond 

LOAN PROGRAM DELINQUENCY RATES 

Question. For the geopolitical districts (States, Congressional districts) involved in 
each Federally declared disaster during the past 5 years, please provide a table 
showing the delinquency rates of participants in all USDA loan programs for each 
of the past 5 years. 

Please clearly indicate in which of the past 5 years the disaster affecting that dis- 
trict was declared and what the nature of the disaster was. 

Answer. I have asked my staff to prepare the available data. 

[The information follows:] 
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This data represents the dollar delinquency rate for all geographic counties, 
whether or not there was any loan activity in those counties. Data is as of December 
31 in order to correspond to calendar year Presidential and Secretarial disaster dec- 
larations. For the year of the disaster declaration, primary counties are highlighted 
in red and contiguous counties in yellow. This data represents a snapshot on a par- 
ticular day. In some instances, the delinquencies identified may be resolved within 
days as producers sell their crop and apply the proceeds to their loans 
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hoppers, frost, hail, high winds. 
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Chelan, Douglas, Okanogan I 4-23-2002 I 5-07-2002 I 9-20-2002 I 5-20-2003 I S1685 I Freezing temperatures 
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10-12-2002 I 11-06-2002 I 5-22-2003 .. I 1-22-2004 .. I S1783 I Severe cold 
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San Diego I 11-25-2002 I 1-08-2003 .. I 7-01-2003 .. I 3-01-2004 .. I S1796 I Damaging Santa Ana Winds 
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Virginia Beach (I), Washington I 7-01-2002 .. I 3-01-2003 .. I 9-30-2003 .. I 6-01-2004 .. I S1808 I Drought 
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1-01-2003 I 5-21-2004 I 11-21-2003 .... I 7-21-2004 I S1826 I Drought, excessive heat 
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1-31-2003 I 5-21-2004 I 11-21-2003 .... I 7-21-2004 I S1843 I Drought, insect infestation 
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AGRICULTURAL CREDIT INSURANCE FUND 

Question. For each of the years 2003, 2004, 2005 and 2006, please document in 
detail for the record exactly how the funds provided through the Agricultural Credit 
Insurance Fund account were actually obligated and used by the Agency. 

Answer. The information on obligation of ACIF funds by loan category for fiscal 
year 2003 through fiscal year 2006 will be provided for the record. 

[The information follows:] 

AGRICULTURAL CREDIT INSURANCE FUND OBLIGATIONS BY FISCAL YEAR 

[In thousands of dollars] 



Fiscal year 2003 

Fiscal year 2004 

Fiscal year 2005 

Fiscal year 2006 

Direct Loans: 





Ownership 

168,575 

142,404 

271,929 

274,604 

Operating 

689,849 

609,565 

556,008 

640,742 

Emergency 

95,698 

29,789 

23,570 

51,525 


110 

1,586 

97,695 


360 

Boll Weevil 

99,000 

83,070 

22,000 

Guaranteed Loans: 





Ownership 

1,231,167 

1,099,052 

1,027,016 

949,122 

Operating Unsubsidized 

1,012,926 

951,314 

884,523 

937,655 

Operating Subsidized 

418,379 

271,217 

283,423 

271,589 


Question. Also please provide a detailed accounting of any S&E funds, such as the 
IT budget or others, that were obligated and used in support of Farm Loans. In each 
year, what was the percentage of the total FSA S&E appropriation actually obli- 
gated and used to support Farm Loans in the Field, in the State Offices, at the IT 
or Finance Office level, and at the National Office level? 

Answer. As generally required by the Federal Credit Reform Act (FCRA) and by 
OMB Circular A-ll, administrative expenses in support of the ACIF loan programs 
are appropriated to the ACIF program account. These funds are then transferred 
to Farm Service Agency (FSA) Salaries and Expenses (S&E) account. Per the A-ll, 
“administrative expenses means all costs that are directly related to credit program 
operations, including payments to contractors. The FCRA generally requires that 
administrative expenses for both pre-1992 and post-1991 direct loans and loan guar- 
antees be included in program accounts.” 

Therefore, there is relative transparency in the amount of funding in the FSA 
S&E account that is used in support of ACIF, since these funds are originally budg- 
eted in and appropriated to AClF. The table below provides the amounts of ACIF 
administrative funds that are transferred to the FSA S&E account, and the relative 
percentage of ACIF administrative expenses to total S&E funding. 

[The information follows:] 

AGRICULTURAL CREDIT INSURANCE FUND OBLIGATIONS AS A PERCENT OF FSA S&E 

OBLIGATIONS 



Fiscal year 2003 

Fiscal year 2004 

Fiscal year 2005 

Fiscal year 2006 


$277,361 

$1,249,900 

22.19 

$281,350 

$1,267,428 

22.20 

$291,414 

$1,318,733 

22.10 

$301,545 

$1,309,028 

23.04 

Total Salaries and Expenses 

ACIF Admin as percent of Total S&E 


FARM LOAN PROGRAM STAFFING 

Question. FSA has a formal training and testing procedure in place for F arm Loan 
Officers and Farm Loan Officer Trainees. It is module type training — complete a 
module and take a test. This training takes about a year to complete and covers 
loan making and loan servicing. Then before an FLO is granted loan approval au- 
thority they must submit 5 loan dockets they have prepared and the loans pass a 
review. In addition to the formal training, senior management officials state that 
it requires at least another year or two of on the job training for a FLO to attain 
the experience needed to fully and independently perform the loan officer duties. 
For a FLO to attain the knowledge skills and ability to become a Farm Loan Man- 
ager, Farm Loan Specialist or advance to a Farm Loan Chief position will require 
additional years of experience. 
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According to a Strategic Human Capital Management study, many Farm Loan 
employees will be retiring very soon. The Farm Loan employees are in the GS-1165 
series. On average, 1,165 employees are retiring within 3 months of their retirement 
eligibility date. 50 percent of supervisory 1,165 employees are eligible to retire be- 
tween now and 2008. Twenty-eight percent of all FSA 1,165 employees are eligible 
to retire between now and 2008. 

What is FSA’s plan to replace these experienced Farm Loan employees, and how 
much will Congress need to invest to make sure there is no crisis in the ability of 
FSA to deliver the Farm Loan programs? 

Answer. FSA Farm Loan Officers functions are critical to the effective delivery 
and service of Agency Farm Loan Programs (FLP). Because the GS-1165 series 
within FLP requires specialized training, it is essential that resources to support the 
Farm Loan Officer Training program be allocated prior to announced retirements. 

FSA plans to fund additional loan officer trainee positions from within existing 
resources. In fiscal year 2006, FSA funded 30 loan officer trainee positions and 
plans on an additional 15 positions available for fiscal year 2007. The fiscal year 
2008 budget assumes 45 trainee positions. Analysis of available Human Resources 
data indicates that from fiscal year 2006 through fiscal year 2009, 26 percent of cur- 
rently employed loan officers will be eligible to retire. 


Questions Submitted by Senator Sam Brownback 

NATIONAL VETERINARY MEDICAL SERVICES ACT 

Question. In the 2006 Agriculture Appropriations hearings, you stated that the 
implementation of the full National Veterinary Medical Service Act would take 18 
months. One year later, we are informed that you have not yet submitted for public 
comments a proposed rule and we are concerned that the National Veterinary Med- 
ical Service Act may not be implemented within the timeframe you initially pro- 
vided. 

What steps do you have planned that will assure implementation of the NVMSA 
by October 2007 (18 months from the testimony in which you estimated 18 months 
would be necessary to complete the rules)? 

Answer. Although there are additional administrative steps that must be com- 
pleted prior to the distribution of funds, a framework for the program has been pro- 
posed by CSREES. This proposal has recently been reviewed by the appropriate 
legal and regulatory entities. On March 12, 2007, the Final Rule was approved. The 
Final Rule was published in the Federal Register on March 19, 2007, and permits 
CSREES to implement a NVMSA program. The Department recognizes the impor- 
tance of this Act to both the veterinary community as well as the supporters of the 
Act. You can be assured that we have communicated with agency personnel respon- 
sible for moving this program forward to ensure that it is implemented appro- 
priately and as quickly as possible. 

Question. Section 2 of NVMSA, Public Law 108-161, reads “The National Agricul- 
tural Research, Extension, and Teaching Policy Act of 1977 (7 U.S.C. 3101 et seq.) 
is amended by inserting after section 1415 the following new section:” Given that 
3101 of the 7 U.S.C. is entitled “Purposes of agricultural research, extension, and 
education” and that the money appropriated for NVMSA has been allocated to 
CSREES’s Research and Education Activities, why has the USDA not formally des- 
ignated CSREES as the administering agency for NVMSA? 

Answer. A Final Rule will be published in the Federal Register on March 19, 2007 
delegating NVMSA to CSREES. 

Question. A study of Food Supply Veterinary Medicine released in June 2006 
quantified existing and projected shortages of veterinary practitioners in various 
practice areas. How has this study helped the NVMSA implementation process? 

Answer. CSREES has utilized the 2006 Kansas State University study on Food 
Supply Veterinary Medicine to identify an area of critical need in veterinary medi- 
cine. Results of this study indicate that among the highest forecasted future short- 
ages in veterinary practice between 2004 and 2016 will be the Federal-animal 
health career and Federal-food safety and security sectors. The finding of the study 
correlates with the large number of difficult-to-fill vacancies for veterinarians in 
FSIS. 

Question. I do not consider the short-term pilot FSIS program, currently being de- 
veloped by CSREES, to be an acceptable substitute for progress on the intended 
NVMSA program, especially the parts of NVMSA that would address rural practice 
and emergency response shortages. Furthermore, I do not approve of CSREES’s in- 
tention to reprogram the NVMSA funds into a different loan repayment program 
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within FSIS. Is your work on the FSIS pilot program diverting resources that could 
otherwise be used to implement the rural and emergency response portions of 
NVMSA? 

Answer. CSREES has entered into a reimbursable agreement to implement the 
loan repayment provisions of the Act. The FSIS-oriented implementation strategy 
represents an approach that enables the initiation of the use of NVMSA funds as 
loan repayments to eligible veterinarians in the shortest possible time frame. Fund- 
ing is not sufficient to implement the emergency portion of the Act. 

Question. Your colleague, former HHS Secretary Tommy Thompson, was quoted 
to have said, “I, for the life of me, cannot understand why terrorists have not at- 
tacked our food supply because it is so easy to do.” Given that the risks of bioter- 
rorism are high, that the Federal Government has been criticized for its prepared- 
ness for and response to recent disasters, and that you have in the form of NVMSA 
a program within the USDA that would create a “Veterinary National Guard” avail- 
able for immediate mobilization in the event of a zoonotic or major food animal dis- 
ease outbreak and improve disease surveillance in the form of escalated geographic 
veterinary coverage, why are you not expediting the implementation of NVMSA? 

Answer. Implementation of the loan repayment sections of NVMSA are being ex- 
pedited through the use of a reimbursable agreement with FSIS, which was devel- 
oped in order to take advantage of current student loan regulations. Funding is not 
sufficient to implement the emergency portion of the Act. Moreover, eligibility for 
service to the Federal Government in emergency situations is dependent on first es- 
tablishing eligibility for the loan repayment program. The current strategy, there- 
fore, helps to establish a population of veterinarians eligible to serve as emergency 
responders. 




DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration 

STATEMENT OF HON. ANDREW VON ESCHENBACH, COMMISSIONER, 
FOOD AND DRUG ADMINISTRATION 

ACCOMPANIED BY: 

JOHN DYER, DEPUTY COMMISSIONER FOR OPERATIONS, FOOD 
AND DRUG ADMINISTRATION 

RICHARD TURMAN, DEPUTY ASSISTANT SECRETARY FOR BUDGET, 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Senator Kohl. Our next panel will include the FDA Commis- 
sioner, Dr. Andrew von Eschenbach; Mr. John Dyer, who is the 
FDA Chief Operating Officer; and also Mr. Richard Turman of the 
Department of Health and Human Services Budget Office. 

Dr. von Eschenbach, whenever you are ready, we’ll take your tes- 
timony. 


STATEMENT OF DR. ANDREW VON ESCHENBACH 

Dr. von Eschenbach. Good morning, Mr. Chairman. I am very 
honored to present to you and the members of the subcommittee 
the President’s fiscal year 2008 budget request for the Food and 
Drug Administration. I am joined this morning by Mr. John Dyer, 
the FDA’s Deputy Commissioner for Operations, and Mr. Richard 
Turman, the Deputy Assistant Secretary for Budget at the Depart- 
ment of Health and Human Services. 

Mr. Chairman, at the outset may I emphasize our extraordinary 
gratitude for your support and the support of the committee that 
was provided by Congress in fiscal year 2007. Soon after the Presi- 
dent proposed our budget on February 5, Congress enacted a re- 
vised continuing resolution for fiscal year 2007, and we are in the 
midst of developing the operating plan for fiscal year 2007 that we 
will be forwarding to you within the very near future, in the 30- 
day time commitment. 

But, taken together, the fiscal year 2007 and the fiscal year 2008 
budgets are components of an ongoing investment strategy needed 
to create a modern Food and Drug Administration capable of ad- 
dressing the challenges and the opportunities of the 21st century. 
We recognize how precious these assets are to the administration 
and the Congress, and we will be good stewards of the funds you 
provide. 

For fiscal year 2008, the President’s budget represents a 5.3 per- 
cent increase above the fiscal year 2007 President’s budget, and the 
requested $2.08 billion consists of $1.64 billion in budget authority, 
$428 million in current law user fees, and $42.7 million for three 
new user fees. The additional dollars that are requested in fiscal 
year 2008 are principally directed to support the work force of the 
FDA and to enhance our programs of food safety, enhanced drug 
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and medical product safety, and to accelerate the approval of ge- 
neric drugs. 

At its core, FDA is a scientific data analysis, information man- 
agement, and decision-making organization, and as such we are 
critically dependent upon the expertise of a strong, diverse work 
force that is using modern information technologies and state-of- 
the-art scientific equipment. Eighty percent of the FDA budget 
funds payroll and related personnel costs, and these costs have 
been increasing yearly. For fiscal year 2008 we request $64.7 mil- 
lion to cover nondiscretionary increased costs for pay raises, rent, 
utilities, and security, and our relocating to our White Oak, Mary- 
land campus. 

Food safety is an important cornerstone of the FDA mission. 
During recent years there have been changes in our food supply 
that create new challenges to the FDA to enhance food safety. 

Consumption of fresh produce, particularly ready-to-eat products 
that include raw and fresh foods, has increased dramatically. Prod- 
ucts are harvested from the vine, stem, and from the soil, and then 
are delivered rapidly to our tables, with an increasing proportion 
coming from outside our domestic borders. 

We propose a $10.7 million increase for a food safety initiative 
that’s focused on fresh produce. FDA is taking a multitiered risk 
management approach to the product life cycle of food that will 
build enhanced quality into the food chain from farm to fork. This 
will include development and dissemination of new and refined 
Good Agricultural Practices for prevention, the deployment of sci- 
entific tools for the detection of intentional and unintentional con- 
tamination, and accelerated processes to detect, trace, and more 
rapidly contain outbreaks. 

A few examples of how we would use FDA resources include con- 
ducting research to develop new methods to detect foodborne patho- 
gens; conducting advanced training for our partners in State and 
local agencies that we will work with to prevent outbreaks; and 
employing new microbiological techniques to identify ways to im- 
prove the safety of produce. We will also enhance our traceback 
teams and mechanisms, and deploy IT decision systems to detect 
high risk food imports. 

In addition to food, we will focus on drug and device safety. Last 
month FDA released its commitment to drug safety which outlined 
41 initiatives that will cover the life cycle of a drug from its devel- 
opment to its delivery. The $11.2 million increase for modernizing 
drug safety supports FDA’s response to the report by the Institute 
of Medicine on drug safety. 

With these resources, FDA will strengthen the science and tools 
we use to ensure drug safety. We will improve communication and 
information flow among all stakeholders involved in the safe use of 
drugs. And we will restructure our operations and management 
systems to ensure optimum review, analysis, consultation, and 
communication to achieve a stronger drug safety system. 

With regard to medical devices, we will build on the programs al- 
ready in place by directing an additional $7.2 million to enhance 
active surveillance of devices in the post-market area that employs 
modern information technology for data mining and analysis. 
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In addition to safer and more effective medical products, the pub- 
lic also needs more cost-effective choices, and to that end the Presi- 
dent’s budget for fiscal year 2008 requests $5.6 million in budget 
authority and $15.7 million in user fees that are dedicated to en- 
hancing the approval of generic drugs. We expect to be able to, 
with the $5.6 million increase in BA, to approve an additional 50 
applications during fiscal year 2008. 

The proposed user fee program ensures that FDA can measur- 
ably improve generic drug review performance over the next 4 to 
8 years, and this investment will return many billions in savings 
to consumers and government-sponsored health plans. 

PREPARED STATEMENT 

We recognize that all these dollars we are requesting are in fact 
precious assets of the American taxpayer, and yet the programs 
they will make possible are essential to protecting and promoting 
the health of all Americans. There are critical challenges to be ad- 
dressed, but there are enormous opportunities, such as accelerating 
the development and delivery of lifesaving interventions. Meeting 
these challenges and seizing these opportunities are only made pos- 
sible by your support, for which we are very incredibly grateful. 
Thank you, Mr. Chairman. 

Senator Kohl. Thank you very much, Dr. von Eschenbach. 

[The statement follows:] 

Prepared Statement of Andrew C. von Eschenbach, M.D. 
Introduction 

Chairman Kohl and members of the Subcommittee, this year as a confirmed Com- 
missioner I am honored to present for your consideration and approval the Presi- 
dent’s fiscal year 2008 budget request for FDA. I am joined by Mr. John Dyer, my 
recently appointed Deputy Commissioner and Chief Operating Officer and Mr. Rich- 
ard Turman, Deputy Assistant Secretary for Budget at the Department of Health 
and Human Services. I also have members of FDA’s senior leadership with me, who 
at your discretion can respond to any specific questions you may have. 

We live in an era of rapid science, technology, and individualized medicine that 
is changing the products FDA regulates and the environment for FDA regulation. 
Congress and the Administration recognize the challenges we face and have re- 
sponded with the resources in fiscal year 2007 that will allow FDA to begin address- 
ing these challenges. 

As you consider our fiscal year 2008 request, please do so mindful of the extraor- 
dinary gratitude of the FDA for your support in fiscal year 2007. The budgets for 
these two fiscal years represent important steps in an ongoing effort to create a 
modern FDA capable of responding to the challenges and opportunities to protect 
and promote public health in the 21st century. We will be good stewards of the 
funds you provide and we will search for efficient and effective solutions to the prob- 
lems we are working to solve. 

The resources requested in the President’s budget for fiscal year 2008 will allow 
FDA to respond to emerging challenges, advance the gold standard for regulating 
food and drugs, and strengthen America’s confidence in the work of our important 
agency. 

Our achievements during the past year reflect our service to the American public 
and our dedication to their health and safety. These achievements also justify the 
trust you placed in us with your support in fiscal year 2007. Using funds that you 
appropriated, FDA: 

— approved a new test to diagnose avian influenza virus in humans 
— issued guidelines to expedite seasonal and pandemic flu vaccine development 
— approved new vaccines for shingles and to prevent HPV infections 
— approved new treatments for cancer, HIV, diabetes, Parkinson’s, schizophrenia, 
and macular degeneration 

— issued more than 510 generic drug approvals or tentative approvals 
— approved the first totally implanted artificial heart 
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— embraced many of the Institute of Medicine findings on The Future of Drug 
Safety 

— launched a program to achieve the optimum safety system for drugs and other 
medical products 

— developed proposals to renew prescription drug and medical device user fee pro- 
grams 

— conducted drug reviews and issued approvals under the President’s Emergency 
Plan for Aids Relief 

— conducted enforcement actions to protect consumers against unapproved drugs 
and devices, to safeguard the blood supply, and to protect consumers from die- 
tary supplements containing ephedrine alkaloids 

— worked with Federal, State, and local partners to respond to Salmonella, E. coli 
0157:H7, and other foodborne threats 

— issued a final rule on health claims for barley products and issued guidance on 
whole grain content in food 

— protected consumers with food allergies by publishing guidance documents for 
industry on food allergen labeling and soy derived products 

— conducted a CARVER + vulnerability assessment in eight food products to dis- 
tinguish between real and perceived food vulnerabilities. 

FDA’s 2008 President’s Budget Request 

For fiscal year 2008, the President’s budget request builds on success of fiscal year 
2007 to maintain the trajectory, by proposing a 5.3 percent increase above the fiscal 
year 2007 President’s budget. This will provide FDA with $2,085 billion, which con- 
sists of $1,641 billion in discretionary budget authority and $428 million in current 
law user fees. Our budget also includes $42.7 million for three proposed user fees 
related to reviewing generic drugs, reinspecting facilities, and issuing export certifi- 
cates for food and animal feed. 

Strengthening Food Safety 

FDA is committed to ensuring that America’s food supply continues to be among 
the safest in the world, but we face challenges. For example, consumption of 
produce, particularly ready-to-eat products, has increased dramatically during the 
past decade. Americans often consume these products in their raw state, harvested 
from the vine, stem, or soil without processing to reduce or eliminate pathogens that 
may be present. Consequently, the manner in which these products are grown, har- 
vested, packed, processed, and distributed is crucial to ensuring that microbial con- 
tamination is minimized, thereby reducing the risk of illness to consumers. Even if 
a small amount of what is harvested is contaminated, it can result in severe illness. 
FDA is taking a “farm-to-fork” systematic risk management approach to food safety 
to reduce the risk of food illness at all points in the food chain. 

FDA’s ability to prevent and respond to outbreaks of foodborne illness needs to 
be strengthened. For fiscal year 2008, we propose a $10.7 million increase for a food 
safety initiative focused on fresh produce. FDA will develop methods to prevent food 
outbreaks from occurring by rapidly detecting contamination that leads to illness, 
more quickly tracking contamination to its source, and more effectively conducting 
root cause analysis of contamination. We will also provide training to our State and 
local partners and develop a geographic information mapping system for faster 
emergency response. Finally, we will develop a decision-making system to detect 
high-risk imports before they enter U.S. commerce, so they can be evaluated by 
FDA. 

Access to Safe and Effective Medical Products 

On January 30, 2007, FDA released a report, The Future of Drug Safety — Pro- 
moting and Protecting the Health of the Public, that presents our comprehensive 
commitment to the safety of drugs and other medical products throughout their 
lifecycle. The report addresses issues referred to FDA by the 2006 Institute of Medi- 
cine report. The report details initiatives FDA will take to achieve the best possible 
safety systems for medical products, and ensures that FDA processes and scientific 
methods keep pace with, and harness the benefits of, the rapid evolution of science, 
technology, and health care. 

At FDA, we use a systems approach to ensure drug quality and maintain the 
right balance between the benefits and risks of the drugs we approve. An $11.2 mil- 
lion increase for modernizing drug safety allows FDA to advance a lifecycle ap- 
proach to regulating drugs and managing drug risks. Using the fiscal year 2008 in- 
crease and base resources in the drug program, FDA will revolutionize our ability 
to identify safety issues and rapidly and effectively communicate safety concerns to 
health professionals, patients, and the public. These efforts will improve drug safety 
both before FDA grants approval and after drugs reach the market. We will also 
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strengthen our organizational culture to further foster an environment dedicated to 
the safety of drugs and biologies. 

As the complexity and utility of medical devices increases by virtue of advances 
in electronics and engineering, FDA maintains the same commitment to the safety 
of medical devices. Our budget contains a $7.2 million increase to strengthen med- 
ical device safety and improve FDA’s ability to identify, analyze, and act on 
postmarket safety information and use this information to improve the quality of 
new devices coming to market. 

Generic drugs are an important part of our health care system. The Congressional 
Budget Office estimates that generic drug use results in savings of $10 billion per 
year. During the next few years, $60 to $70 billion in brand name drugs will lose 
their patent protection, and FDA must be poised to respond to the growing number 
of generic drug applications. To help ensure that consumers enjoy a wide selection 
of lower-cost generic drugs, FDA requests an additional $5.6 million in budget au- 
thority and $15.7 million in new user fees to accelerate the review and approval of 
generic drugs. With the $5.6 million budget authority increase, FDA expects to ap- 
prove an additional 50 applications during fiscal year 2008. The new user fee pro- 
gram ensures that FDA can measurably improve generic drug review performance 
over the next 4 to 8 years. With this new program in place, by 2014 FDA expects 
to approve 90 percent of generic drug applications within 180 days. These invest- 
ments will return many billions of dollars in savings to consumers and government- 
sponsored health plans. 

Our budget includes long-standing user fee programs. These programs provide 
supplemental resources that not only allow FDA to provide services in response to 
manufacturers’ product applications but also ensure that Americans have access to 
safe and effective medical products. Two of these programs, the Prescription Drug 
User Fee Act (PDUFA) and the Medical Device User Fee Modernization Act 
(MDUFMA) expire on September 30, 2007. We have engaged with stakeholders to 
develop proposals to extend these programs for an additional 5 years. In the case 
of PDUFA, FDA published a draft proposal for PDUFA IV in the Federal Register 
and conducted a public meeting with stakeholders on February 16, 2007. In the case 
of MDUFMA, FDA is nearing the end of discussions on the reauthorization of 
MDUFMA. FDA will notify Congress of our results when we complete this process. 

Ensure a Strong FDA 

To successfully perform its broad mission, FDA must hire and retain a world-class 
workforce that can respond to complex and escalating public health challenges. Our 
workforce is FDA’s most important asset, and securing the resources to support our 
workforce is a top priority in our fiscal year 2008 budget. We have nearly 10,000 
employees, consisting of medical officers, consumer safety officers, food and drug 
safety experts, medical product reviewers, and other scientists and professionals 
with specialized education, training, and experience to address complex public 
health challenges. Eighty percent of the FDA budget funds payroll or costs related 
to personnel, such as rent, utilities, and security. These are operational costs, and 
the amount we pay rises each year. For fiscal year 2008, we propose a $64.7 million 
initiative to ensure that increased costs for the pay raise, infrastructure costs, and 
the cost of relocating to our new White Oak, Maryland campus do not erode core 
FDA programs. 

Closing 

FDA’s request of $2,085 billion is essential to the success of our mission — estab- 
lished by Congress — to protect and promote the health and safety of the American 
public. These resources are an essential step in building a 21st century FDA that 
responds to the new opportunities and new challenges of science and technology. 
Our budget allows FDA to strengthen the tools we use to ensure the safety of foods, 
evaluate new products, and better predict — earlier and more accurately — the safety 
and efficacy of drugs, biologies and medical devices. With these resources, we will 
work to ensure that Americans enjoy the benefits of personalized medicine, a safe 
and wholesome food supply, and the promise of a better, healthier future. Our goal 
is to enable all Americans to go to bed each night confident that the food they ate 
is safe, the medical devices they used are reliable, and the drugs that they gave to 
their children and grandchildren are safe and effective. 

Thank you. 

Senator Kohl. I’d like to start by asking you to comment on the 
generic situation, generic drug situation at FDA, and the recent 
funding resolution. We provided an increase of $5 million for ge- 
neric drug review. The increase provided in this resolution should 
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allow for 10 additional approvals or tentative approvals per month, 
which would be a 25 percent increase above the current average of 
40 approvals per month. If we can do that, it would be very bene- 
ficial in bringing more generic drugs to market. 

You stated in the requested increase in fiscal year 2008 that it 
would allow FDA to approve just 50 additional applications per 
year. Now, that would average about $112,000 per application, 
which seems very high, and it doesn’t come close, the 50 doesn’t 
come close to what we estimated would be an additional 10 per 
month, which would be more than double the 50 that you are talk- 
ing about. How do you explain this discrepancy? 

Dr. von Eschenbach. Well, Mr. Chairman, first of all let me 
point out that in addition to hiring the additional reviewers, which 
is an important part of the allocation to then be able to increase 
capacity, we also intend to increase capacity by the efficiencies that 
we’re building into the review process. 

One particular example is to be able to do cluster analysis, where 
we can take groups of generic drugs that are of a similar nature 
and be able to deal with them in a cluster type of analysis, so that 
we can increase the number of outputs per the number of people 
and reviewers that we have. So it’s not just a matter of the 50 that 
is allocated to the increased reviewers; it’s also what we can do by 
virtue of how we increase the systems we’re using for generic drug 
review. 

Senator Kohl. So the number that we thought we heard from 
your department, 50 additional applications to be approved for this 
year with the increased budget allocation that we gave you, that 
number of 50 is really not what we should be focusing on? 

Dr. von Eschenbach. Well, again I apologize for not explaining 
to you clearly. What I indicated was, we would go in an incre- 
mental way to increasing the total output. And so what we’re ex- 
pecting is, as we bring reviewers on, as we train them up, there 
will be a gap and then we will pick up on the outputs as we go 
forward over time by virtue of, one, the fact that we’re bringing the 
reviewers on, training them up, getting outputs from them and, 
two, adjusting our systems. So I think what we’re indicating is 
what is initial and then there will be a ramp-up beyond that. 

Senator Kohl. Okay. I just point out that the increase in generic 
drug applications submitted to FDA has increased from 307 appli- 
cations in 2002 to almost 800 in 2006, and as you know, we are 
all very intent on bringing more and more generics to market in 
an effort to reduce the cost of drugs to our population, particularly 
our senior population. Generic is key to that, as you know. My un- 
derstanding is that you are most sympathetic to that attempt, want 
to do everything you can to facilitate it and to increase the number 
of approvals that we annually can give through the FDA to the ge- 
neric market. Is that a fair statement? 

Dr. von Eschenbach. Yes, sir, that is a fair statement and I 
think, as we have spoken before, we’re doing this not only in terms 
of increasing numbers but trying to do this strategically as well. So 
we’re looking at opportunities to make sure that we have a broad 
portfolio of options across that portfolio, and so we’re expediting, if 
you will, the process to get first generics out. 
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We’re educating the industry to get better applications in the 
first place. So as the application numbers increase, if they’re better 
applications, that will enhance the review process and the likeli- 
hood of success. So we’re taking a multipronged approach to being 
able to accomplish the goal that you have felt so strongly about and 
have proposed to us. 

Senator Kohl. That’s good. As you know, we’re planning a hear- 
ing in Madison, Wisconsin, on I believe it’s March 12, and I’m look- 
ing forward to that hearing on food safety. And I don’t want to get 
into too much detail about that because we’ll deal with it at that 
time, but there is a report that you may want to comment on, that 
between 2003 and 2006 FDA food safety inspections have dropped 
by 47 percent. This was reported yesterday by the Associated 
Press. 

Now, clearly with all the concern about food safety in our coun- 
try, dropping the number of inspections by nearly half, according 
to that report, is I am sure something that concerns you greatly, 
to the extent that it is accurate. And what we are allocating in 
your budget for strengthening food safety is an increase of less 
than 3 percent for food safety, to include food inspections. 

Now we have all these ongoing recalls. Just this morning I was 
informed, as this hearing unfolded, there is a recall on cantaloupes. 
I don’t know any details on it, but it’s out there. Perhaps you’ve 
heard about it, maybe you haven’t heard about it, but it came over 
the press this morning. 

But people are going to be very concerned when they read in the 
paper that the number of food safety inspections has declined by 
47 percent over a 3-year period. Do you wish to say something to 
them and to us at this time? 

FOOD SAFETY INSPECTIONS 

Dr. von Eschenbach. Well, Mr. Chairman, let me first of all ad- 
dress the issue with regard to the magnitude of the decline. The 
data that I have available indicates that the number of inspections 
in 2004 was 21,876, and in 2006 it was 17,730. Now, that’s a reduc- 
tion of about 23 percent. 

The issue there is the realization that we have been imple- 
menting a risk management approach to inspections, and so rather 
than a blanket inspection, we are targeting particular facilities 
that propose a particular high risk or probable high risk. That 
makes the inspection much more intense, and so the inspection 
itself is increasing in its magnitude and scale and scope. 

Now, the numbers have gone down but the intensity and the tar- 
geting of the inspections have actually increased, and we’re doing 
that because we recognize that there are differences among these 
various facilities, depending upon what they’re producing, as to 
how likely they might result in a food outbreak. For example, facili- 
ties that are producing bread have very low probabilities of prob- 
lems, whereas those that are processing seafood have a much high- 
er risk. So we want to target the inspections to those areas, rather 
than just simply look across at the numbers. 

As far as expanding our capability and our capacity to do this, 
that’s an important part of what has been an ongoing effort to look 
at our field operations and to make strategic decisions as to what 
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type of field investigators we need going forward and how we can 
most effectively utilize our resources. 

So as we have recognized that we have less need for laboratory 
investigators, and more need for field investigators, who have the 
tools of modern science available to them to be deployed and dis- 
persed at the site of inspection, we’re shifting our work force over 
the next few years to that goal, and that will in itself bring another 
75 to 100 investigators into that work force to enhance our inspec- 
tion capability. But it is a systems approach to the problem, rather 
than just simply a matter of counting facilities that we inspect. 

Senator Kohl. According to this same report that I’m holding, 
which I got from Senator Harkin, who could not remain but wanted 
to have these issues raised with you this morning, safety tests for 
U.S. -produced food have dropped nearly 75 percent, from 9,748 in 
2003 to 2,455 last year, according to your agency’s own stats, which 
are being used on this report that I got from Senator Harkin this 
morning. It’s from cnn.com/Associated Press. 

Now, I think those numbers, at least on their face, would be of 
great concern to you, certainly of great concern to the American 
public. Do you have any comment on that? 

Dr. von Eschenbach. Well, as I indicated, what we are attempt- 
ing to do is really maximize our ability to have impact with regard 
to these inspections. In some degree that is a matter of increasing 
the kind of — the number of investigators and their unique skill 
sets, and that is a process that we have engaged in and are com- 
mitted to. 

In addition to that, I think the real opportunity is to realize that 
there are 60,700 food firms that are out there that we must in- 
spect, and where we have the opportunity to really make major in- 
roads is to place the inspection process on a sound foundation of 
risk management. And so by targeting those facilities that we 
think are at the highest risk and maximizing our efforts there, it 
really gives us an opportunity to protect the public health, I think 
in a more effective way. So it’s not just a matter of numbers, it’s 
a matter of how we are doing the inspections and how we’re deploy- 
ing our work force, and I think both of those are important. 

PANDEMIC FLU 

Senator Kohl. All right. I’d like to turn to Mr. Turman now and 
ask you this question. In Dr. von Eschenbach’s opening statement 
he talked about some of the FDA accomplishments over the past 
year. The first two of those had to do with pandemic flu. 

Could you talk about efforts at the department level on pandemic 
flu? We had discussed this earlier with Secretary Johanns. How 
are the various agencies at HHS, where you occupy a very high 
ranking position, working together and with the USD A in order to 
make sure that we have a streamlined and coordinated plan for 
dealing with any potential outbreaks of avian flu, Mr. Turman? 

Mr. Turman. Thank you, Mr. Chairman. I can affirm that indeed 
Secretary Leavitt is working very closely with his Cabinet col- 
leagues such as Secretary Johanns, as part of the President’s plan 
which the Congress funded last year at $5.6 billion through supple- 
mental funding for avian flu and being prepared for it. And within 
the Department of Health and Human Services, we work very 
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closely together with the FDA, with the CDC, with the NIH, with 
our other partners in the Office of the Secretary, we work very 
closely together to make sure that we can be protected as best we 
can for that which we see and foresee coming. 

And the areas where the funding has gone, they have been pri- 
marily to work both on purchasing those antivirals which we can 
get and stockpile, and also developing vaccines which would be of 
use against some of the strains that could be coming in terms of 
avian influenza. And in that regard FDA has a very key role and 
has been playing an important role on helping us try and speed the 
development of those vaccines. 

That is a key position that FDA has relative to their expertise, 
and their counsel and their efforts have been well integrated with 
the department’s plans, and they have been making a key contribu- 
tion in that regard. And so they used the funding provided from 
the Congress in the initial supplemental, and indeed our 2008 
budget request has additional funds over current investments to 
not only help deepen those efforts but also work on engaging in 
some tools which would help detect foodborne transmission poten- 
tially of any of these virus items. 

So it’s an area where Dr. von Eschenbach may want to amplify 
in terms of FDA’s piece, but they are an integral partner of the de- 
partment’s plans. 

women’s health 

Senator Kohl. All right. Dr. von Eschenbach, fiscal year 2007 
Flouse and Senate bills included $4 million for the Office of Wom- 
en’s Flealth. In fiscal year 2008 the President’s budget request in- 
cludes a decrease of $350,000 for that office. According to FDA, this 
funding will be transferred to the National Center for Toxicological 
Research, for research pertaining to women’s health that is ongo- 
ing. However, this is the first time that women’s health funding 
has been decreased in the budget. 

I was disappointed to see the decrease in that budget of $350,000 
for women’s health, and in today’s Washington Post there was a re- 
port that FDA is intending to cut the fiscal year 2007 level down 
to $2.8 million from the $4 million requested by the President and 
provided by Congress. Now, I know that your spending plan has 
not yet been finalized, but this information must have come from 
somewhere. Can you assure us that the budget for fiscal year 2007 
is going to be $4 million and not something less? 

Dr. von Eschenbach. Well, Mr. Chairman, at the outset let me 
assure you and other members of the committee that I personally, 
and the FDA is absolutely committed to enhancing the issues of 
women’s health within the agency. We are, as you pointed out, in 
the process of developing our plan for 2007, and will be bringing 
that to you within the next few weeks. 

With regard to the issue of the 2008 budget, I think it’s impor- 
tant to put this entire issue into context. When I say that we are 
committed to women’s health, this is a comprehensive effort. 

One of the most important aspects of it is the critically important 
research that’s going on in the National Center for Toxicologic Re- 
search, that is helping us identify genetic and molecular differences 
that are related to gender and how we can begin to really address 
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many of the challenges that have been presented by the Women’s 
Health Initiative. Actually, Women’s Health has been using dollars 
to fund that research in NCTR all along, and what this is essen- 
tially is a transfer of that $350,000, to get them integrated into the 
NCTR’s research base so that we can really amplify that portfolio. 

So it’s not in any stretch of the imagination a diminishing of our 
commitment to women’s health. It’s actually enhancing our ability 
to create a research base that will address critically important sci- 
entific issues in women’s health, as well as provide that foundation 
for other similar questions, including the kind of challenges we’re 
seeing in personalized medicine that not only recognize gender dif- 
ferences but even potentially differences that come about beyond 
gender, including racial differences. 

Senator Kohl. That toxicological research is for 2008, but in to- 
day’s paper it was reported that the FDA is intending to cut the 
fiscal year 2007 budget for Women’s Health down from $4 million 
to $2.8 million. Now, I would like you to say that that’s an inac- 
curate report, it’s not operable, that for fiscal year 2007, which is 
not fiscal year 2008 and targeting this $350,000, but for fiscal year 
2007 the number of $4 million remains intact and is not going to 
be reduced. 

Dr. von Eschenbach. Well, Mr. Chairman, the answer to your 
question is, we haven’t made that decision yet as to what the 2007 
final plan would be. I’m looking at the entire portfolio, so that 
we’re responsive across the entire budget, and have not at this 
point made any final decision about any particular component of 
that budget. 

Senator Kohl. Are you, just let me ask the question, are you fa- 
miliar with any consideration for a reduction in fiscal year 2007 of 
the Office of Women’s Health to something below the $4 million? 

Dr. von Eschenbach. Well, we have been looking across the en- 
tire Office of the Commissioner, of which the Office of Women’s 
Health is a component, and we’re looking to bring that entire office 
into fiscal balance, if you will, with regard to our overall budget. 
Now, with regard to the specific details of what’s happening with 
each of those compartments within the Office of the Commissioner, 
I can’t speak to, but I’ll be happy to get back to you on that for 
the record. But the fact of the matter is, we haven’t made a final 
decision, so I can’t commit to any particular number at this point, 
until that is done. 

Senator Kohl. All right. We’ll continue to work on that number 
and get some report, as you have indicated, as soon as you can. I 
thank you. 

[The information follows:] 

Women’s Health 

We are currently working on our fiscal year 2007 operating plan, as required 
under section 113 of Public Law 110-5, the Revised Continuing Resolution for fiscal 
year 2007. We expect to fund the Office of Woman’s Health at not less than last 
year’s level. FDA is committed to activities sounding women’s health. The concerns 
of women are a priority at FDA, and the Office of Women’s Health serves as a 
champion for women’s health issues. 

Senator Kohl. At this time I would like to turn to Senator Reed. 
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SUNSCREEN MONOGRAPH 

Senator Reed. Thank you very much, Mr. Chairman. 

Thank you, doctor. Just a point, not a question. But since 1997 
the agency has been struggling to get a UVA/UVB labeling pro- 
tocol, monograph, together. I’m going to follow up with a written 
question and ask you, bottom line, when it might happen. 

TOBACCO 

Turning to another topic of interest, I just left the HELP hearing 
on the regulation of tobacco, and it raises serious questions. You 
have extensive experience as a former director of the National Can- 
cer Institute. I believe personally that authority for FDA is long 
overdue, to have some role in the regulation of tobacco, and I’m 
hopeful we can get the legislation through. What are your views 
with respect to FDA’s role in potentially the regulation of tobacco 
products? 

Dr. von Eschenbach. Well, Senator, as you point out, from my 
perspective and my career at the National Cancer Institute, like 
you and everyone, I recognize the serious public health threat that 
occurs as a result of smoking and tobacco. 

From the perspective of the Food and Drug Administration, as 
Commissioner, one of the things I think is extremely important is 
to realize the complexity of this issue and the complexity of the 
kind of issues that it presents, on one hand looking at it from the 
perspective of what has emerged with regard to the science and our 
understanding of addiction as it’s related to nicotine, all the other 
way to the other end of the continuum, where we’re looking at a 
cigarette which is a complex product. It has tobacco that has addi- 
tives of one type or another, wrapped in paper and set on fire, and 
someone breathes in smoke. 

And from that perspective, with all that complexity, I think it’s 
extremely important that we engage in a careful assessment of how 
we might address that complexity as a way of then beginning to 
address what role FDA should or should not have in that process. 

Senator Reed. But the complexity itself is not such that you 
would be incapable as an agency of dealing with the issue. The 
question would be what you could do effectively. I think that would 
be the first question. 

Dr. von Eschenbach. Well, as I look at it and the question, 
framing it within the mission of the FDA to protect and promote 
the public health, I think it’s an issue of being able to determine 
how we could regulate whether a product was in fact safe under 
any circumstances or in any possible way, and what potential ben- 
efit or value it might have to health in any possible circumstance 
or any possible way. 

So that is what I believe is at the core and the base of a regu- 
latory decision, the complexity of a regulatory process as it relates 
to tobacco. And I think those are discussions and issues that need 
to occur and are going on. 

Senator Reed. At a threshold level you certainly could identify 
the ingredients and publicize those, of a cigarette. 

Dr. von Eschenbach. I think that’s one of the questions that we 
have to address. 
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Senator Reed. That you could or could not do that? 

Dr. von Eschenbach. Correct. 

Senator Reed. How difficult is it to identify the ingredients of a 
cigarette? 

Dr. von Eschenbach. If you’re talking about the ingredients in 
the inhaled smoke, that, which is what in fact would have the pub- 
lic health impact, not what’s in the product prior to it being 
smoked, that is the kind of scientific challenge and question that 
I think underscores the complexity of the problem. 

Senator Reed. Do you think that the companies themselves have 
that information or do that research? 

Dr. von Eschenbach. I honestly don’t know the answer to that 
question, Senator. 


USER FEES 

Senator Reed. Turning to another issue, and that is the issue of 
user fees, so many of your programs have user fees attached to 
them, which raises a question of what percentage of your total 
budget is covered by annual appropriations, what percentage is 
paid for through user fees. 

Dr. von Eschenbach. As far as the absolute percentage, I’m 
going to turn to my right to ask Mr. Dyer to quickly calculate that 
for you. But while he’s doing that, let me state specifically that I 
view the user fees as exactly that. They are a fee for service, so 
that they do not impact upon the overarching mission of the agen- 
cy, but allow us to provide a service that is of value or benefit to 
the industry in terms of their ability to move applications more ef- 
ficiently and more rapidly through the system, by having the re- 
sources with which to do that. 

And so I know that issues have been raised about whether the 
fact that we have user fees is in some way creating problems with 
regard to the mission and focus of the agency, and let me assure 
you, Senator, that is not the case and will not be the case. 

Having said that, I think that they provide for us the opportunity 
to enhance resources, infrastructure, personnel to address issues 
like our ability to accelerate drug approvals, our ability to bring 
new products, whether they be devices or drugs or biologies, to pa- 
tients as rapidly as possible, while we still at the same time assure 
the safety and the efficacy of those products. 

Senator Reed. Mr. Dyer. 

Mr. Dyer. Sir, the budget proposes $444 million in fiscal year 
2008 for user fees in total, out of a total program level of about 
$2.1 billion, which makes about 20 percent. 

Senator Reed. Twenty percent? And how has that number 
changed, that percentage changed, over the last 5 years? Has it in- 
creased, decreased, remained stable? 

Mr. Dyer. I don’t have the exact numbers. We’ll provide them for 
the record. But it has been increasing. 

[The information follows:] 


User Fees 

From fiscal year 2002 to fiscal year 2006, the percent of FDA user fees compared 
to the total FDA budget increased from 12 to 20 percent. During this time, FDA 
established two new user fees for Medical Devices and Animal Drugs. FDA began 
to collect fees under these two user fee programs in fiscal year 2003 and fiscal year 
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2004, respectively. These new user fees account for nearly one fifth of the total fee 
increase from fiscal year 2002 to fiscal year 2006. 

Senator Reed. Has been increasing. And as you project forward, 
do you project an increase in the fees, this 20 percent getting big- 
ger and bigger? 

Mr. Dyer. The amount of fees will go up, but again it depends 
on what percentage of the overall budget, depending on how much 
budget authority this committee gives us. 

Senator Reed. And, doctor, you have assured us that these fees 
in no way distort your approach to your duties, i.e., because you’re 
being paid but with fees you have to do certain things, where other 
appropriated functions are not tended to. That’s your statement. 

Dr. von Eschenbach. What I was speaking to, Senator, was 
where the concerns that have been raised about user fees in the 
press and et cetera allow me the opportunity to assure you that as 
far as the regulatory process is concerned, the integrity of that 
process is not in any way impacted or adulterated by the fact that 
user fees make up a portion of our resource base. They are strictly, 
as I have indicated, a fee for service. 

With regard to our ability to manage our portfolio of resources, 
I think it’s an issue that we are addressing, to make certain that 
we are able to deploy resources as efficiently and as effectively 
across that entire continuum. And so I am committed to putting all 
components of the agency on that sound foundation, whether they 
have user fees or not. 

Senator Reed. Are there new user fees in this budget, proposed 
budget? 

Dr. von Eschenbach. Yes, sir. There are three particular user 
fees that are proposed in the fiscal year 2008 budget. One of them 
has to do with generic drugs, and the other ones are user fees that 
have previously been presented, having to do with reinspection fees 
and export certificate fees. 

Senator Reed. And will we receive a formal proposal to enact 
these fees? 

Dr. von Eschenbach. Yes, sir. That, as far as the proposal for 
authorization of these fees, the two that I mentioned, the reinspec- 
tion fees and the export certificates, they have previously been in- 
troduced and we will reintroduce them again. The generic drug 
user fee is a new fee, and we are in the process of developing that 
proposal for authorization. 

Senator Reed. It seems, the impression, at least, that because of 
constraints on your appropriated budget there is a strong tendency 
to ask for user fees. Is that what seems to be happening here? 

Dr. von Eschenbach. I think they present an option with regard 
to continuing to increase our ability to provide services. And in ad- 
dition to the appropriations, we have looked for a variety of ways 
to be able to do that, including our ability to collaborate and co- 
operate in relationships, for example, with the NIH. 

So the approach I’m taking, Senator, is to build a resource base 
and a business plan that supports our overall mission, recognizing 
that there is a critically important part of that that is the appro- 
priation; there are user fees that can contribute to that; and then 
there may be other opportunities as well. And the point of all of 
that is to enhance our ability to serve the American people by 
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bringing safe and effective products and food to them as rapidly 
and as efficiently as possible, while still assuring the safety and the 
efficacy of those products. 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Senator Reed. A final question, doctor. It’s my understanding 
that other agencies like the National Science Foundation don’t 
have to go through all of the hoops and the hurdles that you do 
through HHS and OMB, that they have much more direct engage- 
ment with Congress on their budget. Would a more direct engage- 
ment help you? 

Dr. von Eschenbach. Well, I have found that the process that 
I have at this point, since I’ve been in this position, has really 
worked quite well, Senator. I think as we looked at the 2007 budg- 
et and the 2008 budget, the collaboration and cooperation within 
the department, within the administration, and with Congress is 
working quite well at this point. 

Senator Reed. Thank you, Mr. Chairman. 

Senator Kohl. Thank you, Senator Reed. And we would like to 
thank you. Dr. von Eschenbach, as well as Mr. Dyer and Mr. 
Turman, for helping us to conduct an informative hearing, and we 
look forward to continuing to work with you. 

ADDITIONAL COMMITTEE QUESTIONS 

We want to thank all of our witnesses, yourself and the Sec- 
retary of Agriculture, for being here. Members should provide us 
with questions for the record by Tuesday, March 6. And we look 
forward to continuing our dialogue and our collaboration together 
on behalf of the American people. Thank you so much. 

Dr. von Eschenbach. Thank you. 

[The following questions were not asked at the hearing, but were 
submitted to the Department for response subsequent to the hear- 
ing:] 


Questions Submitted by Senator Herb Kohl 

OVERALL FUNDING 

Question. Please provide a crosswalk table, in the same format as was provided 
on page 68 of FDA’s fiscal year 2008 Budget Summary, that shows how FDA will 
allocate requested increases from the fiscal year 2007 spending plan level to the fis- 
cal year 2008 President’s budget request. If possible, please do not include any “re- 
deployments”. 

Answer. FDA is in the process of finalizing the fiscal year 2007 spending plan and 
developing the bridge between the spending plan and the fiscal year 2008 Presi- 
dent’s budget. 

Question. Please provide updated performance data based on this information. 

Answer. The performance data submitted in the President’s budget may change. 
The fiscal year 2008 President’s Budget uses the fiscal year 2007 President’s Budget 
as a baseline, which is different from the fiscal year 2007 enacted appropriation. We 
appreciate that the fiscal year 2007 enacted appropriations fully funded our pay and 
infrastructure needs, allowing FDA to keep more staff on board to maintain our cur- 
rent performance levels throughout the Agency. 

Question. If the Committee provided FDA with all increases requested in the 
President’s budget, totaling $95,439,000, would the performance data submitted by 
FDA still be accurate, even though these increases would be based on a number that 
is higher than the original level FDA budgeted from? 

Answer. The performance data submitted in the President’s budget may change. 
The fiscal year 2008 President’s Budget uses the fiscal year 2007 President’s Budget 
as a baseline, which is different from the fiscal year 2007 enacted appropriation. We 
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appreciate that the fiscal year 2007 enacted appropriations fully funded our pay and 
infrastructure needs, allowing FDA to keep more staff on board to maintain our cur- 
rent performance levels throughout the Agency. 

FOOD SAFETY 

Question. Please provide information on how additional funding provided for food 
safety activities at FDA above the President’s request would be allocated. Please 
provide this information in $5 million increments up to $50 million. 

Answer. FDA is committed to ensuring that America’s food supply continues to 
be among the safest in the world, but we face challenges. For example, consumption 
of produce, particularly “ready-to-eat” products, has increased dramatically during 
the past decade. Americans usually co nsume these products in their raw state, har- 
vested from the vine, stem, or soil without processing to reduce or eliminate patho- 
gens that may be present. Consequently, the manner in which these products are 
grown, harvested, packed, processed, and distributed is crucial to ensuring that mi- 
crobial contamination is minimized, thereby reducing the risk of illness to con- 
sumers. Even if a small percentage of what is harvested is contaminated, it can re- 
sult in severe illness. FDA is taking a “farm-to-fork” systematic risk management 
approach to food safety to reduce the risk of food illness at all points in the food 
chain. 

For fiscal year 2008, we propose a $10,644 million increase for a food safety initia- 
tive focused on fresh produce. FDA will develop methods to prevent food outbreaks 
from occurring by rapidly detecting contamination that leads to illness, more quickly 
tracking contamination to its source, and more effectively conducting root cause 
analysis of the contamination. We will also provide training to our State and local 
partners and develop a geographic information mapping system for faster emer- 
gency response. Finally, we will develop a decision-making system to detect high- 
risk imports before they enter U.S. commerce, so they can be evaluated by FDA. 

Due to the increased consumption of fresh produce and the current outbreaks of 
contamination, FDA would allocate additional funding for specific areas where we 
could expand the food safety program in order to promote and improve the public 
health. FDA has identified the following five critical areas as targets for future 
growth: 

— preventing contamination and produce safety research 

— preventing outbreaks and mitigating outbreak impact 

— monitoring antibiotic usage and antibiotic resistance in bacteria from farm- 
raised aquatic animals and their environments 

— developing efficient techniques for identifying foodborne pathogens that cause 
outbreaks 

— providing additional field support for the Foods and Animal Drugs and Feed 
Programs. 

Question. Please provide information on how the rapid response teams in the 
Strengthening Food Safety initiative would be set up and what activities they would 
undertake. Please provide an estimate of how much it will cost to create and sup- 
port each rapid response team. 

Answer. The $3.5 million requested in the fiscal year 2008 Congressional Jus- 
tification, Strengthening Food Safety Initiative, will support FDA costs for 12 staff 
members, and provide equipment and training for each team member. The Office 
of Regulatory Affairs, or ORA, will be able to develop teams trained in traceback 
technologies and incident command. ORA will strategically position these teams in 
areas with large produce-growing regions. In addition, ORA will provide training, 
equipment, and other assistance to States so that they can be full partners with 
FDA in responding to and preventing produce-related outbreaks. After the first 
year, ORA will have 12 fully equipped and trained FTEs with traceback equipment, 
such as handheld GPS devices that can be used with geographic information sys- 
tems to facilitate investigations of outbreaks. 

These teams will be modeled on the California Food Emergency Response Team, 
or CalFERT, which investigated the recent E. coli outbreak in spinach. CalFERT is 
a joint FDA and California Department of Health Services’ Food and Drug Branch, 
or FDB, Rapid Response Team trained and ready to respond within hours of the 
verification of a food borne outbreak. That team, consisting of ORA Investigators 
and Microbiologists and State of California FDB personnel, demonstrated the impor- 
tance of FDA collaboration with State regulatory partners. Team members can im- 
mediately start the outbreak investigation because they have clearly defined roles 
and responsibilities, a previously identified chain of command and a known proce- 
dure to keep other involved parties informed, such as the Incident Command Center 
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of FDA’s Office of Crisis Management. These teams will benefit the entire food pro- 
gram, not just produce safety. 

Question. Does CFSAN have an overall “produce safety” plan? If so, please provide 
this to the Committee, including all cost estimates to implement this plan, even if 
they were not include in the President’s budget request. 

Answer. In October 2004, FDA issued a Produce Safety Action Plan(the PSAP) de- 
signed to target microbial and other food safety hazards, such as bacteria, viruses, 
and parasites, in or on produce consumed in the United States, whether produced 
in the United States or abroad. The PSAP extends to all parts of the food chain from 
farm through retail or consumer preparation and consumption and has four general 
objectives: 1 — to prevent contamination of fresh produce with pathogens; 2 — to mini- 
mize the public health impact when contamination of fresh produce occurs; 3 — to 
improve communication with producers, preparers, State and local government enti- 
ties, and consumers about fresh produce; and 4 — to facilitate and support research 
relevant to fresh produce. For each objective, the PSAP identifies steps that could 
contribute to the achievement of the objective. 

The fiscal year 2008 President’s Budget Request contributed to these objectives. 

GENERIC DRUGS 

Question. As you know, in the JR, we also provided an increase of $5 million for 
generic drug review at FDA. It is my understanding that the increase provided in 
the JR will allow for ten additional approvals or tentative approvals per month, 
which is a 25 percent increase above the current average of 40 approvals per month. 
What is the current backlog of generic drugs? Do you expect it to increase this year, 
even with the additional funds provided, because of an increase in applications sub- 
mitted? 

Answer. The current backlog is around 1,300 abbreviated new drug applications 
(ANDAs) as of the end of February 2007. However, not all ANDAs are available to 
be approved currently due to patent protection and exclusivities. There are currently 
about 600 abbreviated new drug applications that do not have patent or exclusivity 
protection. Because we are still not at a point where we can process (approve or ten- 
tatively approve) the number of applications that we receive, the backlog will con- 
tinue to increase. The rate of increase, however, will not be as steep with the provi- 
sion of additional funds. Our goal is to use the FTEs obtained with the $5 million 
to address certain review areas to increase the number of approvals and tentative 
approvals. Through additional efficiency initiatives, we will still endeavor to ap- 
proach the projected percent increase in approvals. 

Question. What will the $5.5 million increase requested in the budget buy? How 
many additional approvals will you get with this money? 

Answer. It is expected that an additional $5.5 million will provide 13 FTEs. Al- 
though it is difficult to predict the number of additional approvals due to the in- 
creasing scientific and legal complexity of the applications being received, the esca- 
lating workload involved with responding to Citizen Petitions received, and the 
growing number of requests for information received by the office, the Office of Ge- 
neric Drugs or OGD, will strive to increase the yearly number of approvals and ten- 
tative approvals by 50. It is important to note that each Abbreviated New Drug Ap- 
plication, or ANDA, represents a product intended to be marketed in this country 
and contains a full scientific data package that must be carefully evaluated. The in- 
creasing complexity of many of the applications received is increasing the review 
time needed to fully and comprehensively review these applications. 

Question. Please provide information on how many additional approvals could be 
provided with increases of up to $20 million, in $5 million increments. 

Answer. We estimate that we would be able to increase the number of approvals 
in fiscal year 2009 (from 60 to 135) more than fiscal year 2008 (from 50 to 125), 
taking into account that 10-15 percent of the increase used for IT investment and 
time to hire all the reviewers and train them to conduct reviews could affect the 
projected number of approvals: 

[The information follows:] 


NUMBER OF APPROVALS 1 


Increment 

Fiscal year 2008 

Fiscal year 2009 

$5 million 

50 

60 

$10 million 

80 

90 

$15 million 

110 

120 
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NUMBER OF APPROVALS 1 — Continued 


Increment 

Fiscal year 2008 

Fiscal year 2009 

$20 million 

125 

135 


J Note we assume that the full $20 million is received in fiscal year 2008 and fiscal year 2009. 


Question. Please provide a breakdown of the pending generic drug applications by 
the four paragraphs of the Hatch Waxman Act. 

Answer. The current breakdown is as follows: 

Paragraph I: patent information has not been filed — 418 

Paragraph II: patent has already expired; — 186 

Paragraph III: date on which the patent will expire (generic drug will not seek 
final approval until that date passes); — 344 

Paragraph IV: patent is challenged as invalid or not infringed. — 347 

Question. How many pending applications would be “first” generics? Of those, how 
many could immediately be marketed if approved? 

Answer. It is difficult to determine what you intend to include in the term “first” 
generic. There may be a number of pending applications for the same product that 
does not currently have generic competition. They could not all be counted as the 
“first” generic and we will not know which will be the “first” generic until we issue 
an approval. For this reason, applications are not classified as “first” generics upon 
receipt in the office, making the tracking of “first” generics in the list of pending 
applications difficult. 

Regarding the pending applications in OGD, 344 applications have been sub- 
mitted with paragraph 3 patent certifications (will wait until a patent in force ex- 
pires) and 347 applications have been submitted with paragraph 4 certifications (are 
challenging a listed patent as invalid or not infringed). Since products to which 
these applications refer still have patents in force which may have prevented pre- 
vious generic approvals, many of these 691 applications have the potential to be 
“first” generic applications. The majority, of course, will be approved subsequent to 
the first generic approval, and, until the time of approval, we will not be able to 
determine which product will be THE first generic for a particular reference listed 
drug. 

Of the remaining applications, 445 were submitted with paragraph 1 certifications 
(no listed patents) and 187 were submitted with paragraph 2 certifications (patents 
have expired). Because many of the products referenced in these applications al- 
ready have generic competition, only a few of these are likely to be “first” generics 
when approved. To address the products in this category for which no generic has 
been previously approved, the Office of Generic Drugs, or OGD, instituted a revision 
in its first-in, first-reviewed policy last October (10/06). Instead of reviewing these 
products in the order of receipt, OGD will now expedite any application for a “first” 
generic product for which there are no listed patents on the reference product at 
the time of the generic application’s submission. We believe that this will allow criti- 
cally needed “first” generics of products without patent protection to reach the mar- 
ket place faster. 

Question. Please provide specific productivity outputs should the proposed generic 
drug user fee program be authorized. 

Answer. Following the first full implementation year, during which time addi- 
tional staff will be hired and trained, the Generic Drug User Fee will result in a 
50 percent increase in approvals/tentative approvals compared to the current aver- 
age of 40 approvals/tentative approvals per month. During the next 5 years, the goal 
is to meet the statutory requirement for generic drug review by acting on 90 percent 
of original Abbreviated New Drug Application, or ANDA, and amendments to unap- 
proved applications within 180 days. 

IMPORT INSPECTION 

Question. How many import lines did FDA review from 2002-2007, by year? How 
many import lines does FDA anticipate reviewing in 2008? 

Answer. I will be happy to provide that information for the record 

[The information follows:] 
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IMPORT LINES FOR FISCAL YEAR 2002-2006 



Fiscal year 


2002 

2003 

2004 

2005 

2006 

TOTALS 

7,838,956 

9,336,735 

11,616,348 

13,819,402 

14,977,795 


ESTIMATED IMPORT LINES BY FISCAL YEAR 2007-2008 



Fiscal year 


Estimate 2007 

Estimate 2008 

TOTALS 

16,323,947 

17,893,795 


Question. What percentage of imports were physically inspected by FDA in 2006? 
What percentage does FDA anticipate inspecting in fiscal year 2007 and 2008? 

Answer. Approximately .89 percent of all imports were physically inspected by 
FDA in fiscal year 2006. FDA estimates it will physically inspect .73 percent in fis- 
cal year 2007 and .66 percent in fiscal year 2008. 

It is important to note that FDA electronically screens imports through the Oper- 
ational and Administrative System for Import Support, or OASIS. OASIS is an auto- 
mated system for processing and making admissibility determinations for FDA regu- 
lated products that are offered for import. FDA also performs laboratory analysis 
on products offered for import into the United States; conducts foreign inspections 
to evaluate manufacturing conditions of products before they are offered for import; 
and, performs periodic filer evaluations to ensure that the import data being pro- 
vided to FDA is accurate. 

The Prior Notice Center, or PNC, is another important part of FDA’s import strat- 
egy. The mission of FDA’s PNC is to identify imported food and feed products that 
may be intentionally contaminated with biological, chemical or radiological agents, 
or which may pose significant health risks to the American public, and intercept 
them before they enter the United States. FDA will continue to focus resources on 
Intensive Prior Notice Import Security Reviews of products that pose the highest po- 
tential bioterrorism risks. By using a risk based approach, the PNC can intercept 
potentially hazardous products before they enter the United States. 

The benefit of these reviews comes from the quality and targeting of review activi- 
ties; not from the volume of imports inspected. Thus the quality of import screening 
is a better measure of FDA’s import strategy rather than simply focusing on the 
items physically examined. 

I will be happy to provide information on the percentage of imports physically in- 
spected in table form for the record. 

[The information follows:] 



Import Lines 

Physical Exam 
Subtotal 

Percent Phys- 
ically Examined 

Fiscal year 2006 

14,977,795 

132,594 

0.89 

Fiscal year 2007 estimates 

16,323,947 

118,400 

0.73 

Fiscal year 2008 estimates 

17,893,795 

118,370 

0.66 


Question. Please provide information regarding total field staff working on import 
inspections? How has this number changed in the last 5 years? 

Answer. FDA estimates that 611 FTE will perform import investigative work in 
fiscal year 2008 and 643 FTE in fiscal year 2007. This number compares to 674 FTE 
in fiscal year 2006; 666 FTE in fiscal year 2005; 653 FTE in fiscal year 2004; and, 
807 FTE in fiscal year 2003. These resources include FTE who perform import lab- 
oratory analyses. 

I am happy to provide the information in table form for the record. 

[The information follows:] 



497 


2008 estimate 
2007 actual .. 
2006 actual .. 
2005 actual .. 
2004 actual .. 
2003 actual .. 


Fiscal year 


Import Investiga- 
tive FIE (in- 
cludes import 
lab analyses re- 
sources) 


611 

643 

674 

666 

653 

807 


Question. What percentage of fresh produce was physically inspected in fiscal year 
2006? What percentage does FDA anticipate inspecting in fiscal year 2007 and 
2008? 

Answer. Approximately .82 percent of fresh produce was physically inspected by 
FDA in fiscal year 2006. FDA estimates it will physically inspect .69 percent in fis- 
cal year 2007 and .67 percent in fiscal year 2008. An FDA physical inspection of 
an import line is defined as either having had a field exam conducted or a sample 
of the import line collected and analyzed in the laboratory. A field examination is 
simply an on-the-spot examination or field test performed on a product to support 
a specific decision. A physical inspection does not include import lines that were de- 
tained at entry without a physical exam, or DWPE, based upon an Import Alert. 

I will be happy to provide that information in table form for the record. The infor- 
mation follows. The following tables reflect the estimated percentage of fresh 
produce imports that were physically inspected in fiscal year 2006, and the esti- 
mated percentage of fresh produce that will be physically inspected in fiscal year 
2007 and fiscal year 2008. 

[The information follows:] 



Fresh Produce 
Import Lines 

Physical Exam 
Subtotal 

Percent Phys- 
ically Examined 

Fiscal year 2006 

1,553,401 

12,668 

0.82 

Fiscal year 2007 estimates 

1,591,345 

10,980 

0.69 

Fiscal year 2008 estimates 

1,630,216 

10,922 

0.67 


Question. Is the FDA’s Prior Notice Center fully staffed and operational? Please 
provide a breakdown of staff makeup, including permanent staff, temporary staff, 
detailees, etc. 

Answer. The Prior Notice Center is opened and operating on a 24/7 basis. The cur- 
rent composition of the permanent PNC staff includes one Director, one Deputy Di- 
rector; eight Watch Commanders; and, 22 Reviewers. In addition, the PNC presently 
has one Watch Commander and three Reviewers on detail to the PNC. 

FDA is currently advertising a vacancy announcement for 2 additional reviewers. 
Ideally, the PNC would like to hire 1 additional Watch Commander, 3 additional 
reviewers, one support staff person, and 1 statistician. This would bring the total 
staff at the PNC to 1 Director, 1 Deputy Director, 9 Watch Commanders, 27 review- 
ers, 1 support staff person and 1 statistician. 

AERS II 

Question. Please provide a copy of the November 2006 report of the Breckinridge 
Institute on AERS II. 

Answer. I would be happy to provide that for the record. Please note that al- 
though the reports has a confidential heading FDA has cleared the document for 
public disclosure 

The information follows:] 



Breckenridge Institute 

HARNESSING THE POWER OF CULTURE™ 


Independent Verification and Validation of 
AERS II Requirements Process 


CONFIDENTIAL 

DRAFT 


Conducted by; 

Breckenridge Institute 

PO Box 5050 
Breckenridge. CO 80424 
www.breckenridaeinstltute.com 


November 2006 
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1.0 Executive Summary 

The self assessment that is summarized in this report was conducted by the Breckenridge Institute™ 
and is an independent verification and validation of the AERS II Requirements Process. It describes 
AERS-related activities that are currently on-going as of October 2006 and is the final step in a 
process initiated in 2003 by Dr. Paul Seligman to replace the dysfunctional AERS system. The 
work that resulted in this report was initiated by the AERS Program Office prior to its being 
disbanded, and prior to the reorganization of the Office of Pharmacoepidemiology and Statistical 
Science (OPaSS) into the current Office of Surveillance and Epidemiology (OSE). Based on the 
information and data evaluated, the Breckenridge Institute assessment team has identified one root- 
cause finding (shown below) and 12 supporting observations that are found in Section 2.0. The 
assessment team has included three recommendations for corrective action. 

Root Cause Finding: CDER’s culture can be characterized as one in which managers at all 
organizational levels fail to move from the awareness of organizational problems, to the kind of 
action that will produce positive change. When some CDER managers do attempt to make positive 
change as with the AERS II system described in this report, their attempts are frustrated and 
undermined by an “invisible bureaucracy” that they don’t really understand. In the case covered in 
this report, the AERS II system could have been completed in 2005, but was delayed and ultimately 
shelved, by: a) a change in project scope from replacing the dysfunctional AERS system to building 
an FDA-wide adverse event reporting system, and b) unilateral decisions and questionable 
procurement practices on the part of CDER’s Office of Information Technology (OIT). These 
actions were taken despite the documented needs of AERS users, and the documented objections of 
CDER managers and scientists. The consequences of these actions include: 

• Conducting an AERS II requirements process led by CDER OIT that: a) was unnecessary 
and cost $1,500,000; b) did not follow proper IT methodology; c) selected and utilized 
contractors that have a known and documented track record of inadequate or poor 
performance; d) ineffectively utilized the time of dozens of AERS users in requirements 
development meetings because OIT lacked personnel who could execute the Business 
Systems Analyst function; and e) culminated in a High-Level Requirements Document, a 
Technical Alternatives Analysis Document, and a Detailed Requirements document that 
makes FDA less prepared today to replace the dysfunctional AERS system than it was in 
2004. 

• A total estimated cost of $25,000,000 and a four-to-five year delay in replacing the AERS 
system, which will not be operational until 2009 or 2010. 

• The frustrating and undermining of the post-marketing drug safety work of Safety 
Evaluators, epidemiologists, and personnel in the Offices of Compliance and FOI because 
they lack some of the basic tools they need to perform their jobs, e.g. a computing system 
that meets their requirements. 

One of the most difficult tasks of characterizing the culture in an organization like CDER is to tease 
apart the difference between: a) the beliefs, assumptions, and ways of working of individual 
managers and key personnel, and b) beliefs, assumptions, and ways of working that are held 
collectively by the organization as a social phenomenon, e.g. culture. Perhaps the key indicator that 
an issue is “cultural” is the existence of long-term patterns of organizational behavior that span 
long-periods of time. In the case of AERS, this study documents a pattern of organizational 
behavior on the part of CDER’s OIT that spans ten years, two Center Directors, at least two 
different configurations of CDER’s organizational structure, and multiple Directors of CDER’s 
OIT. Given the data presented in this report, the Breckenridge Institute assessment team is 
convinced that the root cause of the problems associated with the AERS II requirements processes 
is cultural and can only be addressed by a significant change in CDER’s culture. 
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Recommendation 1: In an atmosphere in which IT management and contracting practices are 
coming under increased scrutiny, and in the wake of the recent report from the Institute of Medicine 
(IOM) that identifies organizational culture as a root cause of issues in FDA, the senior managers in 
CDER should conduct a thorough investigation into the leadership, management, and contracting 
practices of OIT. 1 In addition to characterizing the tacit, underlying patterns of organizational 
beliefs and behavior in CDER’s organizational culture, they should investigate: a) how effectively 
CDER’s portfolio of IT projects is being led and managed; b) the selection criteria by which 
contractors like the one mentioned above are screened and selected; c) and the way in which 
financial resources are being combined into larger and larger categories in CDER’s OMB Exhibit 
300. This increases the extent to which OIT can reprogram the IT funds of CDER’s science- 
technical units like OSE, award those funds to contractors they select without the approval of 
science-technical managers, and decreases the level of traceability and overall accountability for 
doing so. 2 

Recommendation 2: The senior managers in CDER should take immediate action to correct the 
problems in CDER’s OIT as described in this report. In addition, under the auspices of the IT 
consolidation, organizations such as OSE that contain AERS users should have the opportunity to 
select a team of IT professionals from the consolidated FDA IT organization that have a proven 
track record of technical performance and providing outstanding service to end users like the Safety 
Evaluators who use AERS. 

Recommendation 3: FDA should execute an updated version of the software acquisition plan that 
was developed by the CDER OIT AERS II Project Manager and AERS Program Manager in 2004 
and begin the process of acquiring a replacement for AERS I immediately. The AERS II system has 
been absorbed into an FDA-wide IT system that includes multiple FDA Centers. This is a much 
more complex and daunting task than simply replacing the AERS system, and consequently making 
such a system functional is probably four-to-five years away - minimum. This forces Safety 
Evaluators in CDER and CBER and other FDA units such as the Offices of Compliance and FOI, to 
work with the dysfunction AERS I system for yet another extended period of time, thus further 
undermining their ability to effectively carry out FDA’s mission of post-marking surveillance and 
drug safety. Based on the information contained in this report, a replacement for AERS could be 
operational in less than two years at a cost of about $5 million dollars. More importantly, this fully 
functioning AERS II system could then be used as a solid foundation for an FDA-wide system. It is 
important to note, that recently in the wake of the IOM report, there seems to be a renewed interest 
on the part of CDER’s OIT and OSE in replacing the dysfunctional AERS I system as a necessary 
first step in developing an Agency wide system, despite the fact that funding for AERS II has been 
zeroed out in FY 2006 and FY 2007. 


1 See the Institute of Medicine’s report entitled, The Future of Drug Safety: Promoting and Protecting the 
Health of the Public, published on Sept 26, 2006. 

2 For example, see the audit and investigation into the $170 million IT system developed for the FBI that 
was unusable. See, “The FBI’s Upgrade That Wasn’t,” by Dan Eggen and Griff Witte in. The Washington 
Post, August 1 8, 2006 ( http://www.washingtonpost.com/wp- 

dvn/content/article/2006/08/1 7/AR2006081 701 485.html ). 

4 
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2.0 Summary of Observations 

The conclusions that emerged from the research and analysis process conducted by the 

Breckenridge Institute have been codified into twelve observations. The supporting evidence for 

each observation in the text is linked to the observations below by reference in the text. 

OB 1-2006: There has been a pattern of unilateral decision-making about the AERS II system 
on the part of CDER OIT despite the documented needs of AERS users, and the documented 
objections of CDER managers and scientists. This pattern of unilateral decision-making has 
been evidenced by the Directors of OIT since 2003 (see supporting data in the text below). 

OB 2-2006: The requirements activity from 2005 on was unnecessary, did not add value to 
what had already been done, cost $1,500,000, and did not follow proper IT methodology as 
defined by FDA and industry standards such as Oracle - the FDA standard for IT systems. 

More specifically, no new information on user requirements emerged from the HL 
Requirements Document that would have supported taking a different direction, yet this was 
used as the basis for a second “technical” alternatives analysis and a Detailed Requirement’s 
Document that took the AERS II project in an entirely different direction than the one 
established prior to July 2004. In addition, the AERS II requirements process violated 
procedures specific in the FDA’s Life Cycle Systems Document (LCSD) and standard industry 
methodologies like those developed by Oracle - the FDA standard for IT systems (see 
supporting data in the text below). 

OB 3-2006: Over the three years covered by this assessment, the Directors of OIT have 
demonstrated a lack of effective leadership and management of AERS II as evidenced by 
continued turnover of AERS II Project Managers - there were five Project Managers during the 
three year period. On November 8' 2006, another former AERS Project Manager resigned his 
position with OIT and the government (see supporting data in the text below). 

OB 4-2006: Over the period of time covered by this assessment, CDER’s OIT has been 
combining the Center’s IT financial resources into larger and larger pools in the OMB Exhibit 
300, making it increasingly difficult to have accountability for the spending of large amounts of 
money. This increases the extent to which OIT can: a) reprogram the IT funds of CDER’s 
science-technical units like OSE, b) award those funds to contractors OIT selects without the 
approval of science-technical managers, and c) decrease the level of traceability and overall 
accountability for doing so (see supporting data in the text below). 

OB 5-2006: The original AERS system was released on November 1, 1997, taken off-line 
because it was largely unusable by AERS users, and then re-released on 1998. Despite known 
and documented inadequacies in their performance, this same contractor was hired by CDER’s 
OIT to do the High-Level Requirements Document that is methodologically flawed and makes 
FDA less able to replace the dysfunctional AERS system now than it was in 2004. When the 
hiring of the contractor was questioned by senior FDA managers and AERS users, OIT 
obfuscated the situation and did not justify their decision based on the contractor’s previous 
performance (see supporting data in the text below). 

OB 6-2006: The AERS II requirements process and CDER’s OIT and OIM lacked an effective 
liaison between: a) AERS users, b) the working level technical people within OIT who 
functioned as AERS Project Managers, and c) the IT designers in the AERS software 
maintenance contractor organization. This liaison function is normally described as a business 
systems analyst (BSA). Until recently, the AERS Program Manager tried to fulfill this role, but 
this position has been abolished (see supporting data in the text below). 



OB 7-2006: Neither the 2004 High-Level Requirements Document, nor the 2006 Detailed 
Requirements Document specifies what methodology and/or tools were used to manage the 
AERS II requirements process or to produce the models in the final documents, e.g. a 
requirements repository like Oracle Designer. Standard IT methodology requires that such 
methods and tools be used as the basis of a requirements process and that they be clearly 
documented in the final requirements document. In the case of the AERS II requirements 
process, it appears that lists of requirements that were available prior to July 2004 were edited, 
and then cut and pasted into the two documents using MS Word or Excel rather than using a 
requirements repository/tool to manage the overall requirements process. In 2003, FDA paid 
Oracle over $300,000 to reverse engineer the AERS I system into Oracle Designer, an 
automated tool widely used by Oracle customers and consultants to design new systems and 
document existing systems. 3 It appears that this infonnation was ignored by CDER’s OIT and 
its contractors during the AERS II requirements process (see supporting data in the text below). 

OB 8-2006: Neither the 2004 High-Level Requirements Document, nor the 2006 Detailed 
Requirements Document took a “top down” Business Process Analysis approach to the AERS 
II requirements process, e.g. the AERS II requirements process was not linked to CDER’s 
mission and goals in any meaningful way. More specifically, CDER mission and goals were not 
incorporated in the 2004 High-Level Requirements Document. Although the document contains 
a section entitled, Business Vision and Objectives, this contains a cursory discussion of the 
objectives for the AERS II system, but does not tie AERS II back to CDER’s mission or goals. 
In addition, the 2004 High-Level Requirements Document does not contain (or reference) a 
properly conducted Business Process Analysis using methods such as workflow analysis. 
Swimlane diagrams, or IDEFO process analysis. There is no “as-is” or “to-be” analysis of 
CDER’s enterprise-wide business process of Drug Safety, or its enabling processes, e.g. 
conducting safety analyses, epidemiological studies, or the tasks performed by the Offices of 
Compliance and FOI. The form of analysis that was included in the document was 
inappropriate for a high level requirements phase, e.g. using Use Cases that would typically be 
used at the Presentation-User Interface to break down CDER’s enterprise-wide business process 
and enabling processes, both of which should reside at the higher-level Enterprise-Wide 
Business Processes (see supporting data in the text below). 

OB 9-2006: The back-engineering of the AERS I system using Oracle Designer in 2003 
provided a solid foundation upon which to build AERS II in terms of an Entity Relationship 
(ER) model and underlying data structure. The 1996 AERS I document contained a Data 
Requirements section, complete with a dictionary report. Although this information is stored in 
the Oracle Designer container maintained by CDER’s OIT, it appears to have been ignored by 
OIT and its contractors in the AERS II requirements work conducted from July 2004 on, 
resulting in a very serious lack of definition at the most fundamental level of Data 
Management. If, by leaving the Data Management tier out of both the 2004 HLR Document 
and the 2006 SRS Document, the intention was to rely on the ER Model and Data Management 


3 Oracle Designer, formerly called Oracle CASE (Computer Aided Systems Engineering), is a tool that can 
be used from day one of the systems development life cycle to document and analyze system requirements. 
Richard Barker's book. Case Method: Tasks and Deliverables, describes how to use the tool for every step 
of the life cycle. The Designer repository captures increasingly detailed information obtained during the 
life cycle, without the need for re-entry of requirements. For example, during the Strategy (High Level 
Requirements) phase, infonnation about conceptual data entities is stored. During the Analysis (Detailed 
Requirements) phase, these same entities are documented in more detail, and a complete Entity 
Relationship model is completed. Then during the Design phase, a utility within the repository can be run 
to generate a default database design, which subsequently can be used to automatically generate SQL 
syntax and create the necessary tables in Oracle. 
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tier in AERS I, then serious deficiencies in AERS II functionality will be unavoidable, as 
indicated by the comments and data gathered in the 2005 AERS Users Satisfaction Survey. 

This also indicates that a higher priority was placed on the ER Model and Data Management 
Tier ten years ago than today. The lack of an ER Model and well-defined underlying data 
structure presents a serious risk to the potential success of AERS II because without these 
elements, user needs will not be met again as was the case with the AERS I system. Without an 
ER Model and underlying data structure, it is not possible to evaluate the degree to which the 
Presentation and Application Logic levels of the design actually contain complete functionality. 
Regardless of whether one is developing a custom software application where information 
deliverables are used to build a sound database structure, or evaluating the extent to which a 
COTS or COTS integration package will meet user needs, a well-defined foundation of an ER 
Model and information deliverables is required by standard industry practice (see supporting 
data in the text below). 

OB 10-2006 : The unilateral decision by CDER’s OIT Director to begin the AERS II requirements 
process all over again post-July 2004 had an enormous negative impact on AERS users by 
delaying the replacement of the dysfunctional AERS I system by at least five years. This decision 
was made despite the objections of: a) technical staff in CDER’s OIT, b) CDER’s OIT AERS II 
Project Manager, c) AERS users in multiple FDA Centers, d) the OPaSS AERS Program 
Manager, and e) numerous CDER managers and scientists. But this unilateral decision also had 
an enormous financial impact that will ultimately cost FDA more that $25,000,000 in a time 
when funding for computing is increasingly scarce. In other words, had FDA moved forward on 
the CDER OIT-OPaSS approved plan in July-2004 rather than unilaterally changing direction, 
FDA would have: a) had a functioning AERS II system in 2005, and b) avoided spending more 
than $25,000,000 in contracts and services - many of which were not value-added to FDA or its 
mission (see supporting data in the text below). 

OB 11-2006: The AERS users in CDER, CBER and other organizational units throughout the 
FDA have been forced to use the dysfunctional AERS I system for more than 10 years which has 
frustrated and undermined their ability to perform their jobs effectively (see User Survey 
comments). The additional 4-5 year delay caused by the AERS II requirements process being 
unnecessarily repeated have perpetuated and exacerbated the functionality problems identified in 
the AERS User Satisfaction Survey conducted in 2005 (see supporting data in the text below). 

OB 12-2006 : An analysis of the 2003 Requirements Traceability Matrix (RTM) that used the 
1996 and 1 998 Requirements Documents as a baseline revealed that almost 48% of the 
functionality of the AERS I system was removed from the original AERS system requirements 
(381 out of 795 requirements). 4 Even after discussions with CDER's OIT, it was unclear why 
these pieces of functionality were removed, when they had been removed, or who authorized their 
removal, yet many of the problems faced by users today in FY07 are directly caused by these 
missing pieces of functionality. 5 Further analysis has shown that at least 150 (40%) of the 
requirements that were removed from AERS I were added back in to the Detailed Requirements 
Document delivered by BAH in June of 2006, indicating that FDA will have to pay for this 
functionality a second time (see supporting data in the text below). 


4 See the Booz Allen Hamilton, FDA Center for Drug Evaluation and Research, AERS Requirements 
Traceability Matrix, Task No. T06 - Contract No. 223-97-5513, September 8, 2003. 

5 See Booz Allen Hamilton, AERS II System Requirements Specification, Version 1.1, April 6, 2006, and 
Booz Allen Hamilton, AERS II Safety Evaluator, FOI, & Compliance Requirements (with Changes 
Tracked Based on Input from Safety Evaluators Received on May 1 7, 2006), June 2006. 
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3.0 Organizational Culture 
and Background 


The purpose of this section is to establish the overall historical context for the Independent 
Verification and Validation of the AERS II Requirements Process, and to evaluate the rationale and 
consequences of critical decisions that were made by CDER’s OIT, AERS users, and CDER 
managers and scientists that have brought the AERS 11 project to the point it is today in FY07. It is 
meant to answer two fundamental questions. 

• How did the project scope for AERS II get radically shifted from replacing the 
dysfunctional AERS I system, to building an Agency-wide adverse event report system? 6 

• What are the end-effects and consequences for taking this path on FDA’s and CDER’s 
ability to carry out its mission of protecting and promoting public health through safety 
evaluations, epidemiological studies, and the functions executed by the Offices of 
Compliance and FOI. 

The long-term patterns of decision-making and organizational behavior described in this section of 
the report are strong indicators that CDER’s culture is one in which managers at all organizational 
levels fail to move from the awareness of organizational problems, to the kind of action that will 
produce positive change. When some CDER managers do attempt to make positive change as with 
the AERS II system, their attempts are frustrated and undermined by an “invisible bureaucracy” 
that they don’t really understand. An example of an attempt to make positive change described in 
this section was Dr. Paul Seligman’s plan to create an “essential tension” (interdependency) 
between the scientific-technical elements within OPaSS and CDER's IT function, where OIT would 
be accountable for giving AERS users what they needed to do their jobs by replacing the 
dysfunctional AERS I system. As the evidence presented below indicates, this move was counter- 
cultural and created a deep-seated power-struggle between OPaSS and CDER's OIT for control of 
the AERS system because it meant that the IT-tail would no longer be able to wag the dog of 
FDA’s scientific, programmatic and business needs. The fact that senior FDA managers have 
known about the ineffective performance of CDER’s OIT for over ten years and have not corrected 
this situation is an example of CDER’s failure to move from awareness of these organizational 
problems, to the kind of action that would have produced positive change. 

As mentioned previously, one of the most difficult tasks of characterizing the culture in an 
organization like CDER is to tease apart the difference between: a) the beliefs, assumptions, and 
ways of working of individual managers and key personnel, and b) beliefs, assumptions, and ways 
of working that are held collectively by the organization as a social phenomenon, e.g. culture. 
Perhaps the key indicator that an issue is “cultural” is the existence of long-term patterns of 
organizational behavior that span long-periods of time. In the case of AERS, this study documents a 
pattern of organizational behavior on the part of CDER’s OIT that spans ten years, two Center 
Directors, at least two different configurations of CDER’s organizational structure, and multiple 
Directors of CDER’s OIT. Given the data presented in this report, the Breckenridge Institute 
assessment team is convinced that the root cause of the problems associated with the AERS II 
requirements processes is cultural and can only be addressed by a significant change in CDER’s 
culture. 


6 It is important to note, that recently in the wake of the IOM report, there seems to be a renewed interest 
on the part of CDER’s OIT and OSE in replacing the dysfunctional AERS l system as a necessary first step 
in developing an Agency wide system, despite the fact that funding for AERS II has been zeroed out in 
FY2006 and FY 2007. 
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3.1 Background 

The FDA is responsible for pre-market and post-marketing safety and efficacy assessments of 
human drugs and certain biologies through its Center for Drug Evaluation and Research (CDER) 
and Center for Biologies Evaluation and Research (CBER), respectively. Clinical trials, which 
represent the pre-market process that leads to formal marketing approval, only begin to quantify the 
safety and efficacy of a given pharmaceutical compound or biological product. The post-market 
assessment of safety and efficacy is conducted largely by means of reviewing and monitoring of 
adverse event reports. 

An adverse event is any undesirable event associated with the use of a drug or biologic in humans. 
Given the approach of spontaneous or “passive” surveillance, the collection and analysis of adverse 
event data must be reported to FDA in order for the agency to carry out its mission of performing 
post-marketing drug safety (PMDS) throughout the entire life cycle of the product. The Adverse 
Event Reporting System (AERS) is a computing system that FDA staff uses to carry out the PMDS 
function. The Office of Pharmacoepidemiology and Statistical Science (OPaSS) AERS Program 
Office is the organizational unit in FDA that orchestrates the needs of users in all FDA Centers 
who perform the PMDS function and the technical support of CDER’s Office of Information 
Technology (OIT) and Office of Information Management (OIM). 

The genesis of the FDA spontaneous reporting system for drugs dates to the 1962 Kefauver-Harris 
Amendment to the Food, Drug, and Cosmetic Act that required drug manufacturers to report all 
adverse reactions for any product marketed under an approved New Drug Application (NDA). FDA 
began computerizing adverse drug reaction reports in the mid-1960s. The automated Spontaneous 
Reporting System (SRS) was initially designed in 1969 to serve as a means for FDA to detect rare, 
unexpected adverse drug and biologies reactions, where biologies included blood, allergenics, 
cellular tissue and gene products and therapies. In 1986. prescription drugs on the market without 
an approved application (i.e., those drugs and biologies marketed before 1938) became subject to 
adverse event reporting requirements. In 1993, the FDA initiated the Med Watch program to 
increase public awareness about the importance of reporting adverse reactions, to educate health 
professionals on reporting requirements, to standardize reporting formats, and to provide an 
agency-wide single point of entry for adverse reaction reports submitted by the public and health 
professionals. 

The SRS worked well when CDER and CBER were receiving a total of 10,000 reports a year. But 
by the mid-1990s, the increasing scope of FDA’s requirements for spontaneous reporting of adverse 
events combined with the agency’s desire to increase public awareness about reporting adverse 
events increased the number of reports to over 150,000 per year. The enormous volume of reports 
pushed the SRS to its operational and technical limits. It also hampered the agency’s ability to 
effectively perform PMDS. The Adverse Events Reporting System (AERS 1) replaced the SRS in 
1997 and became the primary post- marketing spontaneous reporting system for human drugs and 
biologic therapeutics. It was designed to utilize state-of-the art technology to facilitate the 
collection, analysis, and dissemination of post-marketing spontaneous reporting information. 

Since that time the number of adverse event reports has grown to over 400,000 per year, and the 
FDA’s commitment to gathering larger data samples, communicating risks to the public and 
encouraging reporting of adverse events will drive this number even higher. While FDA’s efforts 
were successful in increasing the amount of data that the agency could use to protect public health 
and safety, this success has created an enormous IT challenge that the current AERS I computer 
system can no longer handle. The OPaSS AERS Program Office tried to orchestrate the needs of 


9 
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users in all FDA Centers and the technical support of CDER’s OIT and OIM to ensure that a new 
AERS computer system (AERS II) served the needs of users who carry out FDA’s PMDS mission. 7 

3.2 From the SRS to AERS 

The contract for AERS was established in September 1995, and the original AERS system 
requirements document was issued in 1996. 8 The development of AERS was part of a larger re- 
engineering project to revitalize the human drug post-marketing surveillance program and AERS 
was described as being a vital component of FDA’s comprehensive Pharmacovigilance Program. 
The contractor who was designing the AERS system described it as being the '‘gold standard” of 
adverse event reporting systems that would implement international agreements and increase 
FDA’s operational efficiency. 9 More specifically, they claimed that the AERS system would: 

• Build an adverse event reporting system capable of supporting a revitalized 
Pharmacovigilance Program at FDA 

• Improve the operational efficiency, effectiveness, and quality control of the processes for 
handling adverse events reports 

• Improve the accessibility of adverse event information 

• Integrate AERS with other agency information system 

• Implement and maintain compatibility with ICH standards 

• Build the capability to receive electronic submissions of adverse event reports 

• Provide automated signal generation capabilities and improved tools for the efficient and 
effective analysis of adverse event signals 

The AERS system was designed to address specific problems that FDA was having at that time, 
more specifically the process flow for handling adverse events was problematic. There was 
redundant effort, with multiple organizations performing the same reviews. There was also 
fragmentation of systems and data, making it difficult to integrate data for effective risk assessment 
and monitoring drug safety. The time required to process individual safety reports was lengthy 
sometimes taking several months before a report was fully accessible to risk assessors. 

In addition, the system that was in use prior to the advent of AERS, the Spontaneous Reporting 
System (SRS), provided only limited automated support for processing and assessing drug safety 
risk. Designed in 1969 when information technology was much less sophisticated, the SRS 
consisted of on-line data entry screens, a database of all reports submitted since 1969, 
approximately 20 canned reports, and an ad hoc query facility. Only a few of the data elements on a 
typical adverse reaction report were entered into the database because the SRS was viewed as a 
system that would signal potentially serious and unexpected reactions, rather than as a full-text 


7 Since that time, FDA has formed the Office of Surveillance and Epidemiology (OSE) that has replaced 
many of the functions that OPaSS performed. 

8 See the overheads from Sandra Valencia’s presentation at the ODP Session entitled. Adverse Event 
Reporting System Configuration Control Board Process (CCB) Overview, July 15, 2003, and Booze-Alien 
& Hamilton, Adverse Event Reporting System (AERS) Requirements Document, Draft Version II, Contract 
No: 223-94-5 528/FO I ), September 23, 1 996. 

9 See Booze-Alien & Hamilton, AERS Requirements Document, (1996), p. 1-5. 
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retrieval system. At that time, if reviewers needed the full text of the report to confirm a potential 
signal, they had to go back to the original paper form or to an image retrieval system. Although the 
SRS was migrated to an Oracle relational database in 1983, its core functions were largely 
untouched. At the time AERS-was being designed, there were over one million records stored in the 
SRS database that included over 25 years of spontaneous reporting. 

The contractor who was designing AERS promised to remedy many or all of these problems and 
provide a system that was a quantum advance over the SRS system and would equip FDA Safety 
Evaluators to better protect the public health. But the AERS system described in the 1996 
Requirements Document that was released on November 1 , 1 997 was so flawed by a non- 
normalized database that created data integrity, functionality, and user problems that FDA’s AERS 
Project Manager Bob Nelson aborted the release and he and the former Director of CDER’s Office 
of Information Technology (OIT), Ralph Lillie, demanded that the contractor fix the system and 
deliver what they had promised in the 1996 requirements documents. 10 In the mean time, the 
CDER and CBER Safety Evaluators along with other FDA units like FOI and the Office of 
Compliance continued using the antiquated SRS to conduct their work. A revised AERS 
Requirements document was issued in August 1998 and the AERS system was also re-released, but 
the system was still plagued by data integrity, functionality, and user problems as evidenced by the 
fact that there were over 1,000 Change Control Requests (CCRs) for fixes to the AERS system. 1 1 

As this report indicates, one of the root causes of the confusion and delay surrounding the AERS II 
system from 2003 onward is a lack of effective leadership and management on the part of CDER’s 
Office of Information Technology (OIT), despite the on-going protests of FDA’s Office of 
Pharmacoepidemeology and Statistical Science (OPaSS) and OPaSS’ on-going efforts to make 
AERS II functional as quickly as possible. More specifically, given the documented ineffective 
performance of this contractor and their inability to provide the deliverables of the original AERS 
system, it’s unclear why CDER’s OIT continued to use them to produced the detailed requirements 
for the AERS II system well into 2006. As this report shows, the work that this contractor is 
currently conducting on AERS II is even more methodologically flawed than the work that 
culminated in the original AERS system. 12 

3.3 The Initial Assessment in March 2003 

User frustration with work-arounds, lack of functionality, data integrity and the overall 
ineffectiveness of the AERS system had reached an all time high when Dr. Paul Seligman, Director 
of CDER’s Office of Pharmacoepidemeology and Statistical Science (OPaSS), first contacted the 
Breckenridge Institute in February, 2003. 13 Seligman told the Breckenridge Institute staff that most 
users were very unhappy with the performance of the AERS system and he identified three primary 
issues that needed to be addressed. 

• Making better public health use of AERS data 

• Improving the AERS database and its performance 

• Better management of the AERS program 


10 Based on an interview conducted by the Breckenridge Institute with Ralph Lillie on March 12, 2003. 

1 1 See Booze-Alien & Hamilton, The Adverse Event Reporting System (AERS) Draft Version 2, Contract 
No: 223-97-5513, August 14, 1998. 

12 See the Methodology Matrix in Section 4.0 that shows that the 1996 requirements document used more 
standard methodology than the current document dated June 2006. 

13 The Breckenridge Institute was formally called the Breckenridge Consulting Group, which conducted 
this work for FDA. 
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Seligman said that some kind of “strategic planning” might be needed to sort out the issues 
involved and to develop a path forward toward improving the AERS situation once and for all. 
Seligman’ s three issues were used as the focus of an initial set of exploratory interviews of users 
and other FDA personnel conducted on March 1 1 and 12, 2003. About 25 people were interviewed 
from ODS, DSRCS, DMETS, CBER, DDRE, OB, ODER OIT, ODER OIM. In addition to 
Seligman’s observations on AERS, the current version of the CDER OIT/OIM Strategic Plan 
(February 2003), provided to the Breckenridge Institute by Linda Burek, current Director of 
CDER’s OIT, was used as a guide for what the FDA needed from the AERS system. 14 

The purpose of the exploratory interviews was: a) to determine what the salient issues were, and b) 
whether “strategic planning” or some other form of organization development activity might 
remedy the situation. The data that resulted from the interviews resulted in eleven Initial 
Observations for Improvement. The list of these observations (shown below) helped focus the 
subsequent Organizational Design and Planning process undertaken by Seligman and the OPaSS 
organization. 

• Observation 1 (Description and Purpose): The issues associated with AERS cannot be 
addressed by a "strategic planning" effort because strategic planning assumes that there is 
an organization that is doing the planning. The organizational flux of OIT, OIM, a 
temporary home for the AERS system in OPaSS, and the move to its eventual home in 
OIM is more like a business process reengineering project (BPR) combined with a strategic 
planning effort. 15 

• Observation 2 (Project Management): The management oversight of the software 
maintenance contract has been frustrating to OIT and users alike. 16 This needs to be 
corrected. OIT is taking many positive steps to do what can be done now by moving the 
contractor’s people on-site so they will be more accountable and OIT can download 
information that they now have sole possession of. OIT is also having Oracle come in and 
back-engineer the existing AERS system to get as much documentation as is possible. The 
consensus of the people interviewed was that the structure of this contract, the CCB, and 
the CCR systems all need to be reengineered. 

• Observation 3 (Communication): As is so often the case, the IT people and the users have 
different professional paradigms and talk past each other. Although the OIM plans to hire 
business analysts to "mediate" between these groups, this is a function that has been and 
continues to be missing, thus complicating communications. 

• Observation 4: Poor System Design: The discussions with technical people in OIT and in 
OPaSS indicated that the back-end of the AERS system built by the existing software 
maintenance contractor was not designed properly and would not be a suitable foundation 
for a future system. For example, the data were not normalized and many data tables were 
designed using embedded information. In addition, the system is extremely complicated 
(much more than it needs to be) with a multiplicity of tables that were kludged together 
without an overall guiding data model. This probably eliminates the possibility of just 
putting a new front end on the existing AERS system to increase functionality, but one of 
the initial tasks is for an OIT/OIM working group to determine. Interviews from technical 
people in OIT and OPaSS indicated that what was presented by the contractor as being a 


14 See the CDER OIT/OIM Strategic Plan , February 2003. 

15 These Observations also appear as a follow-up baseline in the AERS User’s Satisfaction Survey 
conducted in 2005. See Appendix E for details. 

16 The software maintenance contractor for this work was Booz Allen Hamilton (BAH). 
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well-designed relational database, became a kind of two-dimensional flat file system that 
produces lists of information and lacks even the analytical capabilities of an Excel spread 
sheet. While systems like the Data Mart, CBEAR, etc have been able to increase analytical 
capabilities on a user-group, by user-group basis, and while the data-mining project appears 
to be a more complete solution, these are expensive and time consuming work-arounds that 
would not have been necessary if the contractor had delivered the system described in the 
1996 and 1998 AERS Requirements Documents. 

• Observation 5 (Lack of Documentation and Training): The difficulties of back- 
engineering the AERS system because of a lack of documentation, pale in the light of 
trying to reconstruct the history of what the original specifications and system functionality 
were and developing up-to-date user documentation and training. This is important because 
it defines a) what functionality was promised but not delivered, from b) "functionality 
creep" where users want more and more bells and whistles after the fact - beyond the scope 
of the original system. The documentation on how to use the system that does exist is badly 
out of date and currently there is no formal training on how to use the system. 

• Observation 6 (Electronic Submissions): Electronic submissions will increasingly become 
a serious problem (especially given the requirement in the recent rulemaking). Interviews 
suggest that the main problem with increasing the number of electronic submission from its 
current rate of about 25% is on FDA’s end. If everyone went to electronic submissions 
tomorrow (let’s say as a result of rule making), the IT structure at the agency could not 
handle it because of limitations of the gateway (data lines) into the central IT structure 
(mainly due to attachments). Interviews also indicated that this limiting aperture could be 
eliminated with about a S200K upgrade to FDA systems. Of the $8M per year spent on 
AERS, about $6M goes to data input. One approach might be to invest the S200K in 
enlarging the capacity of the gateway and encourage electronic input from submitters to 
radically reduce the amount of data input needed, then leverage up to $5M out of $6M per 
year by using it to pay for the design and construction of a new AERS system. 17 

• Observation 7 (AERS Ownership): Ownership of the AERS system is a problem. If 
everyone is responsible, then no one is responsible (see comments below for Observation 9 
on IT Consolidation). 

• Observation 8 (AERS Activity): Estimates of the "usability" of the system by users range 
from 60-90% depending on who was asked. What seemed clear was that the system is 
useable, but there are multiple work-arounds that users must do in order to make it usable 
(cleaning up data, depending on their memory and knowledge for heuristics and analysis, 
etc). Given this level of usability, all revisions might be frozen, and this time and energy 
could be invested in looking toward a new system. 

• Observation 9 (IT Consolidation): The role of the IT consolidation effort within FDA 
needs to be taken into consideration regardless of whatever path is taken, especially if this 
results in a 3-5 year strategic plan. The centralization of IT/IM resources and line 
management responsibility to the CIO must be factored into any future AERS system. 

• Observation 10 (System Interfaces): The possibility of interfacing with other systems 
inside the FDA (Drug Quality Reporting System, Clinical Trials system), and outside the 
FDA (AHRQ safety net, etc) needs to be seriously considered. 


17 This Gateway finally became operational three years later in April 2006 with a delay cost of about $15 
million related to the cost of having to re-key data into the AERS I system. 
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• Observation 11 (Identify All Users): All users’ needs and requirements must be taken into 
account including, safety evaluators in OPSS, biologies, medical errors, epidemiologists, 
compliance people, FOI, and the 15 Review Divisions. The consensus on system 
requirements must be part of the written documentation of the next AERS system so that 
the baseline of functionality and user requirements can be teased apart from the normal 
course of functionality creep of systems of this size. 

In addition to the above observations, information gathered during the March 2003 interviews 
revealed that there were three Change Control Boards (CCBs) overseeing AERS, with one 
dedicated to electronic submissions, a second focused on data entry issues, and a third CCB related 
to issues effecting CDER and CBER Safety Evaluators, and over 220 outstanding CCRs - many of 
which were long-standing. In addition, problems that FDA users had with functionality, downtime, 
or peripheral parts of the system (for example batch printing) were sent directly to the BAH AERS 
help desk, where BAH added to or deleted from the CCR list, with little or no oversight from 
CDER OIT personnel. 18 

3.4 Conflict between OIT Managers, Working Level Technical Staff, and Contractors 

Another key issue that was revealed in the exploratory interviews conducted in March 2003 was 
serious organizational problems within the CDER OIT organization itself. Linda Burek had only 
been Director of OIT for about six months and had inherited a problematic situation where the 
previous OIT management, OlT’s technical people at the working level, and the AERS software 
maintenance contractor (BAH) were seriously misaligned. 19 Shortly after becoming the Director of 
CDER’s OIT in the fall of 2002, Burek undertook an internal assessment of the projects being 
conducted by OIT staff. On January 24, 2003 she made a presentation to OIT staff entitled, “OIT 
Findings” and laid out her observations about the status of what was called the Big Four effort. 
Some of these issues included in the slides of that presentation are included below. 20 

• Lack of good budget and resource planning 

• Insufficient resources * 

• Management must commit resources to projects by being realistic about workloads 

• Hire additional project managers, security experts, software engineers, and database 
personnel 

• Significant issues do not reach resolution 

• No significant system success in about three years 

• No clear lines of authority 

• Lack of closure on management positions causing confusion 

• Staff has good technical skills 

• Lack of permanent project management causing confusion 

• Lack of resources dedicated to systems engineering 

• Lack of clarity on user requirements 


18 See the overheads from Sandra Valencia’s presentation at the ODP Session entitled. Adverse Event 
Reporting System Configuration Control Board Process (CCB) Overview , July 15, 2003, 

19 Based on interviews with Linda Burek, Tina Hamilton, Sandra Valencia, and CCB members on March 
12-13, 2003. 

20 The issues discussed during the March 12, 2003 interview with Burek were later documented in detail in 
the Report of Findings on CDER-OIT, Tasks One through Four, by Linda Rule, October, 2003. 

14 



512 


From an historical perspective, these issues had plagued CDER’s OIT for at least five years prior to 
her coming, e.g. back to the initial November 1, 1997 release of the AERS system. However, the 
presentation had a profoundly negative effect on the working level technical staff and project 
managers in OIT. 

At the time of Breckenridge Institute’s March 2003 exploratory interviews, Burek explained how 
she was attempting to address this long history of miscommunication; interpersonal conflicts; 
misalignment about roles, responsibilities, and authorities; missed goals and objectives; and a 
dysfunctional AERS system - all within a climate of interpersonal conflict, a lack of trust, and fear 
of retribution. This on-going conflict between OIT management and the working level technical 
people has manifested itself over the timeframe covered by this report as a continual turnover of 
AERS Project Managers. More specifically, there have been five different AERS Project Managers 
between 2003 and 2006, with the recent resignation of George Jett’s creating a sixth vacancy. 21 
Burek was aware of the negative impact that this lack of project management continuity had had on 
AERS and was trying to establish a long-term direction for CDER’s OIT and AERS in the CDER 
OIT/OIM Strategic Plan document, given the realignment of all IT functions under CDER’s Chief 
Information Officer, Jim Renaldi. 22 

Subsequently, in an OIT all-hands meeting on April 1, 2003 Burek announced a unilateral decision 
to simply halt all work on the Big Four effort pending a reevaluation. Although many of the people 
involved in the Big Four effort expressed admiration for her courage in trying to set clear direction, 
a number of working level technical people were devastated by the surprise announcement. As was 
later recounted, senior CDER management felt overwhelmingly that the way in which the project 
was halted was insensitive, uninformed, had seriously damaged morale, and was indicative of 
making snap decisions and acting on them without time for reflection and consensus building. 23 
What is important to note, is that there has been a pattern of this type of unilateral decision-making 
by OIT management in regard to their staff and despite the protests of senior CDER management 
about AERS II and the affect of delays on the Safety Evaluators’ ability to conduct effective post- 
marking surveillance, questions from pharmaceutical companies about the status of AERS II, and 
interest on the part of the Institute of Medicine in using AERS as an example of a data-driven 
approach to patient safety (OB 1-2006). 24 

As noted above in Observation 3 of the exploratory interviews conducted in March 2003, one of the 
most problematic issues with AERS was the lack of an effective liaison between: a) AERS users, b) 
the working level technical people within OIT who functioned as AERS Project Managers, and c) 
the IT designers in the AERS software maintenance contractor organization. This liaison function is 
normally described as a business systems analyst (OB 6-2006). More specifically, working level IT 
professionals with computing backgrounds and end users who are Safety Evaluators have different 
professional paradigms and often talk past each other with different professional languages. During 
her March 12, 2003 interview with the Breckenridge Institute, Burek recognized this problem and 
described how this missing function was going to be performed by CDER’s new OIM organization 
that was being headed by Randy Levin - also described in the CDER OIT/OIM Strategic Plan. The 
plan was for OIM to hire business analysts to "mediate" between AERS users, the OIT’s AERS 
Project Manager, and the AERS software maintenance contractors for the development of AERS II. 
Our research showed no evidence for the fact that these business systems analysts were ever hired 
by OIM or that OIT or OIM provided this function during the AERS II requirements development 


21 The five different AERS Project Managers were Tina Hamilton, Sandra Valencia, Tim Rigg, Kathleen 
Keats, and George Jett who recently left FDA. 

22 See the CDER OIT/OIM Strategic Plan, February 2003. 

23 See Report of Findings on CDER-OIT, Tasks One through Four, by Linda Rule, October, 2003, p. 6. 

24 See http://www.strategy-business.com/press/enewsarticle/22314. 
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process. As a result, over the three-year period covered by this report AERS users were forced into 
a role where they repetitively listed and described IT system functionality at the application logic 
and data management levels in meetings, rather than simply mapping out the day-to-day work 
process of conducting post-marketing surveillance for drug safety. 

In early 2003, Tina Hamilton was the acting OIT AERS Project Manager because the permanent 
OIT AERS Project Manager, Sandra Valencia, was on leave. Hamilton and Valencia were the latest 
in a series of AERS Project Managers to inherit AERS and their biggest challenge was finding a 
way to get a handle on (and fix) the methodologically flawed AERS system when the same 
contractor that built it still had the AERS software maintenance contract. As working level 
technical people, both Hamilton and Valencia were very concerned that this contractor: a) had sole 
possession of the vast majority of AERS information, b) had moved off of the FDA site, making 
them much less accessible, c) had only produced ten AERS releases between the years 1 997-2003, 
and d) OIT management seemed unable to correct these problems. 25 

This misalignment between OIT management, the working level technical staff in OIT who 
functioned as AERS Project Managers, and the AERS software maintenance contractor is an on- 
going theme that runs throughout the entire period reviewed by this report, and is a root cause of 
the delays and unnecessary costs incurred to the AERS II project. More specifically, information 
from interviews and written documents seem to indicate that the working level technical people in 
OIT have been committed to satisfying the needs of AERS users as quickly as possible and working 
effectively with the “business” side of FDA. It’s not clear what the objectives or goals of CDER’s 
OIT management have been during this time period, but the documented result of their decisions as 
described below have resulted in: a) a four-five year delay in the replacement of the dysfunctional 
AERS I system released in 1997 which has (and will continue to) negatively impact the ability of 
Safety Evaluators to effectively conduct post-marketing surveillance, b) the unnecessary 
maintenance and operating cost of about $25 million for not replacing AERS I in FY 2005, and c) 
the risk of trying to develop an agency-wide adverse events reporting system without a fully 
functioning AERS II system as a foundation (see section entitled, The Impact of Not Having AERS 
II Operational in 2005 for details). 26 

After returning as AERS Project Manager in the summer of 2003, Sandra Valencia decided to take 
five steps to remedy the situation. 

• First she planned to move the contractor people back onto the FDA site so they could be 
more accountable. 

• Second, she planned to begin the process of downloading information about the AERS 
system from the contractor to OIT developers. 27 

• Third, she arranged for Laura Eden (an Oracle consultant who was under contract to OIT) 
to back-engineer the AERS system and try to gather as much information as possible about 
the structure, design, and operation of the AERS system. 28 


25 As a point of comparison, between 2003-2006 there have been over 20 releases, along with substantial 
reduction in software maintenance costs. 

26 Based on interviews with Tina Hamilton, Sandra Valencia, and CCB members on March 12-13, 2003, 
and a subsequent interview with Laura Eden on April 18, 2006. The cost to back-engineer the system was 
about $30 OK. 

27 See June 27, 2003 email from Valencia to Stone on this topic. 

28 Interview with Laura Eden on April 18, 2006 revealed that the AERS project personnel from Booz Allen 
Hamilton person refused to give her access to the forms for the AERS system, despite being directed to do 
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• Fourth, she had the information from the back-engineered AERS system placed into the 
CDER Oracle Designer/2000 Repository so it could be used as a CDER-wide resource on 
the structure, design, and operation of the AERS system, but subsequent analysis shows 
that this valuable resource was never used by any of contractors that worked on the AERS 
II requirements process under study in this report. More importantly, the failure to use a 
data repository as the basis of the process of developing detailed requirements is a root 
cause of the methodologically flawed approach used in the entire process. 

• Fifth, Valencia conducted some preliminary analysis of a Commercially Off The Shelf 
(COTS) adverse event reporting software package that was available from Oracle and had 
done some initial exploration of this option. 

In the August 13, 2003 OMB 300, Valencia reported that CDER’s OIT staff had conducted two 
meetings with Oracle Representatives. The focus of the first meeting was to discuss the investment 
scope, while the second meeting focused on a Demo of the COTS. The estimate was based on an 
individual license cost of $15,000 and $3,000 per seat for about 500 users for a total of $1,515,000 
for a new AERS system. 29 Given the pressing needs of the AERS users and the existence of a fully 
back-engineered AERS I system in the CDER Oracle Designer/2000 Repository, Valencia viewed 
the Oracle AERS COTS option as the most cost-effective solution to quickly remedying the 
ineffectiveness of the AERS system. 30 

3.5 Creating an Essential Tension between OPaSS and OIT 

As mentioned above, user frustration with the overall ineffectiveness of the AERS system had 
reached an all time high when Seligman first contacted the Breckenridge Institute in February 2003. 
Seligman knew that the contractor that designed and built the original AERS system had submitted 
a “white paper” to FDA proposing that the AERS system be “consolidated” with other adverse 
event reporting systems across the agency. 31 Seligman also knew that AERS was too mission 
critical to be delegated to IT professionals in CDER’s OIT who lacked the clinical, pharmaceutical, 
and epidemiological expertise required to understand FDA’s overall purpose and goals. More 
importantly, the lack of project management continuity for AERS on the part of CDER’s OIT was 
of great concern, as evidenced by the continuing turnover of AERS project managers. Seligman 
decided to remedy these situations by bringing responsibility for OPaSS-related AERS activity 
within his organization - a move that was counter to FDA's culture. 

His first step toward accomplishing this was to conduct a series of Organizational Design and 
Planning (ODP) meetings that began in June 2003. His second step was to create an organizational 
unit within OPaSS and direct it to give all AERS users the computing resources needed to 
effectively perform their jobs. Just prior to the first ODP meeting, Seligman brought Charlie Stone 
into OPaSS on a detail as the AERS Program Manager and tasked him: a) to assume responsibility 


so by CDER OIT. This forced her to use the data repository (Oracle Designer) to try to reconstruct the 
forms. 

29 See the OMB Exhibit 300 prepared by Sandra Valencia, August 13, 2003, p. 14. The cost estimate of 
$3,000 per seat was discussed with Breckenridge Institute staff during the interviews with Tina Hamilton 
and Sandra Valencia. 

30 Almost two years later, forty percent of the vendors that proposed a total solution to the RFI issued in 
February 2005 included Oracle AERS as a part of their solution. They also said it would take about 30 
months and over $10 million - over twice the estimated cost identified only months earlier. See CDER 
Drug Safety Team, AERS II Alternatives Analysis Report, version 1 .3, June 2005, p. 1 9-20. 

3J Booz Allen Hamilton, FDA Adverse Event Consolidation, January 29, 2003. 
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for all OPaSS-related AERS activity, and b) to build an AERS Program Office. 32 The new AERS 
Program Office within OPaSS created an “essential tension” between the programmatic and IT 
functions within ODER that had long been missing - the kind of interdependency and 
accountability that is a signature for how IT infrastructure is designed in high-performing 
organizations. 33 Seligman’s plan to make OIT accountable for giving AERS users what they 
needed to do their jobs, created a deep-seated power-struggle between OPaSS and CDER’s OIT for 
control of the AERS system because it meant that the IT-tail would no longer be able to wag the 
dog of FDA’s scientific, programmatic and business needs. 

The ODP sessions that began in June 2003 were formed and operated around a written charter and 
involved people from OPaSS, OIT, OIM, ODS, DSRCS, DMETS, DDRE, OND, OC, CBER, 
CFSAN, CDRH, CVM, FOI, DRLS, FURLS, OTC and others. Linda Burek, Sandra Valencia, and 
other personnel from CDER’s OIT and OIM actively participated in these meetings, with Valencia 
making a detailed presentation on AERS at most of the five meetings. Five working groups were 
formed to address the issues that had plagued the AERS system since its first release in November 
1997. The five working groups covered the following issues: 

• Data Input 

• Data Structure 

• Data Queries and Retrieval 

• Contract Management 

• Training 

There were five ODP sessions in which the issues associated with AERS and many of the 
requirements and missing functionality were discussed and documented. 34 Seligman actively 
participated in every session, and helped guide the new AERS Program Manager (Charlie Stone) in 
the direction he wanted the initiatiye and the AERS Program Office in OPaSS to take. 

Under direction from Seligman to move forward, Stone formalized the strengths and areas for 
improvement that emerged from the ODP sessions into the first OPaSS AERS Program Strategic 
Plan that outlined a path forward for AERS II. 35 This document described how the OPaSS AERS 
Program Office that was newly formed by Seligman would be an organizational unit internal 
OPaSS that would be the “voice of the user.” As such it would orchestrate the needs of users and 
the technical support of CDER’s OIT and OIM to ensure that AERS II would enable OPaSS to 
operate an effective post marketing surveillance program. In the wake of the failed AERS 1 system, 
Seligman charged the OPaSS AERS Program Office with ensuring that the new AERS II be 
designed to serve the needs of all users. 

Stone began to work closely with Sandra Valencia in OIT to improve communications between OIT 
and AERS users and to develop a path forward for what had become AERS 11. As a follow-up to 
Valencia’s meeting with Oracle in August 2003, Stone and Valencia attended a second meeting in 
September with representatives of Oracle who offered to conduct a pilot program with an AERS 
COTS package that would take four weeks to conduct and would include a requirements analysis, a 
database migration, and ten pilot user licenses for a cost of $84,000. As a result, CDER’s OIT 
recommended this approach as a path forward for AERS II in the August 2003 OMB Exhibit 300 


32 A preliminary outline of what the new AERS Program Office organizational structure would look like is 
found in the first AERS Program Strategic Plan document issued in December 2003. 

33 The Clinger-Cohen Act of 1996 requires federal agencies to follow corporate America’s best practices 
for managing IT, see Alan Holmes, “Federal IT Flunks Out” in, CIO Magazine, May 15, 2006. 

34 The June 24-25, 2003, July 15-16, 2003, August 5-6, 2003, September 15-17, 2003, December 2003. 

35 See the CDER OPaSS AERS Program Strategic Plan (FY 2003-2008), issued on December 9, 2003. 
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prepared by Sandra Valencia and ODER’S OIT began the process of planning a formal alternatives 
analysis for the new AERS II system. 36 

What is important to note is that the information produced by the back engineering of the AERS 
system that was (and still is) stored in ODER’S Oracle Designer Case tool was more than sufficient 
to have AERS II up and running in FY 2004. More specifically, the information about AERS that 
OIT possessed since October of 2003 included: 

• A Requirements Document Updated by the Back Engineering of the Oracle Designer 
CASE Tool and a Strategy/Vision Document 37 

• Entity Relationship Models and Definitions 

• Physical Data Model and Definitions 

• Module Definitions (for screens, XML, C++, JAVA, Webscreens, etc) 

• Requirements Traceability 

The above list of information would have been sufficient to enable CDER’s OIT to: a) conduct a gap/fit 
analysis between AERS and COTS products like Oracle AERS to determine how well they map to the 
FDA Technical Reference Model, b) define the degree of customization of a COTS package, c) determine 
the degree to which a COTS fits with the overall Application Architecture of the agency, e.g. Net, J2EE, 
d) define whether a COTS is 2-tier, n-tier and whether it supported the overall architecture objectives of 
the agency, including moving to Service Orientated Architecture (SOA), e) define the extent to which a 
COTS supported a concept of services that fit within the overall FDA architecture, f) develop a work 
break down structure for actually customizing the COTS, data migration, and initializing the new system 
and finally g) providing the basis for developing a firm fixed price contract for the new AERS system. 38 

In other words, the AERS II system that was envisioned during the ODP sessions and was subsequently 
recommended by Valencia in the August 2003 OMB Exhibit 300 could have been in operation and being 
used by FDA personnel sometime in FY 2005 had OIT management accepted the recommendations of the 
AERS Project Manager and Paul Seligman and Charlie Stone in OPaSS. As a result of decisions by 
CDER’s OIT, the AERS users in CDER, CBER and other organizational units throughout the FDA have 
been forced to use the dysfunctional AERS 1 system for more than 10 years which has frustrated and 
undermined their ability to perform their jobs effectively as identified in the 2005 Users Satisfaction 
Survey found in Appendix E (OB 1 1-2006). The additional 4-5 year delay caused by the AERS II 
requirements process being unnecessarily repeated have perpetuated and exacerbated the functionality 
problems identified in the AERS User Satisfaction Survey conducted in 2005. 

3.6 The AERS Project Manager Is Unilaterally Reassigned 

From April 21 through June 17, 2003 Linda Rule continued to conduct interviews with over 30 OIT 
employees about the halting of the Big Four effort, and her final report was issued in October 


36 See OMB Exhibit 300, August 13, 2004, completed by Sandra Valencia, p. 14. Tim Rigg took over for 
Valencia as AERS Project Manager in November 2003. 

37 See Booze- A lien & Hamilton, The Adverse Event Reporting System (AERS) Draft Version 2, Contract 
No: 223-97-5513, August 14, 1998, October 7, 2003 revision. 

38 The notion of “agility” (the ability to change IT quickly to fit business needs) and the latest strategy for 
doing this called Service Oriented Architecture (SOA) is described in, Christopher Koch, “The Truth about 
SOA” in, CIO Magazine, June 15, 2006, volume 19, number 17, p. 49-60. The key to SOA is to mirror 
chunks of business processes in modules of technology that can be mixed and matched to create automated 
business processes. 
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2003. 39 The view of the OIT staff described in her report was that OIT management could not be 
relied upon to review issues factually and make decisions based on objective technical criteria and 
user needs. Rather, decisions were made in a forum called Senior Staff without the input of working 
level technical people, organizations like OPaSS, or AERS users. Staff indicated that OIT 
management made decisions in a vacuum based on personality and favoritism, rather than with an 
openness to new ideas, new technologies, listening to the advice of OIT’s technical people, or the 
voice of users in OPaSS and across the agency. When “action” meetings were held within OIT, no 
minutes were kept or distributed, and every participant came away with a different view of what 
had happened, and then proceeded to act based on their own views of what they thought had been 
decided. 

The report by Linda Rule also stated that OIT staff viewed OIT management as trying to create the 
perception that they required high standards of performance and held people accountable when 
“dealing up” to senior CDER management. But in terms of “managing down” within the OIT 
organization, staff viewed OIT management as arrogant, making constant references to the 
“absolute trust and freedom” granted them by senior CDER management to do as they saw fit 
regarding CDER-related IT decisions. 40 From the perspective of many of the thirty-three people 
who were interviewed by Rule, OIT management acted as if they had a “license” to run over the 
Staffs ideas and needs as well as the ideas and needs of the end users of CDER’s IT systems. More 
specifically, interviews with senior CDER managers like Seligman, CCB members, Safety 
Evaluators, and other FDA scientists revealed that when Burek and Burnette were questioned about 
the negative impacts on users of a unilateral decision they had made, the “business” side was told, 
“Just trust us - this is a ‘technical’ matter. We’re the IT experts.” 

This pattern of creating the perception that OIT was working closely with senior CDER 
management and AERS users while acting unilaterally without building consensus with: a) OIT 
staff like Valencia, b) AERS users and the CCBs, c) OPaSS’ AERS Program Manager (Charlie 
Stone), or even d) senior CDER management is a root cause of the four-five year delay in AERS II 
and unnecessary costs totaling $25 million (see section entitled. Financial Impact and Value-Added 
of OIT Activities Post- July 2004 for details (OB 10-2006). 

Margo Burnette joined the FDA as Deputy Director of CDER’s OIT on August 1 1, 2003 at a time 
when the AERS II project was making great progress and was in the final stages of obtaining the 
AERS II system. 41 A fully back-engineered AERS I system existed in the CDER Oracle 
Designer/2000 Repository, the Oracle AERS COTS option had been proposed as a cost-effective 
solution to quickly remedying the ineffectiveness of the AERS I system, and Sandra Valencia was 
planning on conducting an alternatives analysis. Consequently, Seligman and Stone were seriously 
concerned that the project would lose momentum when OIT management suddenly announced in 
September 2003 that Sandra Valencia was going to be “reassigned” to another project. 

Seligman and Stone questioned Burek’s and Burnette’s decision to reassign Valencia given the fact 
that OIT was ready to move forward on AERS II, with the final step being the completion of an 
alternatives analysis. But OIT management assured Seligman and Stone that the project would stay 
on track because Valencia would remain involved at some reduced level until October 31, 2003 and 
Tim Rigg would be acting AERS Project Manager until Valencia’s replacement, Kathleen Keats, 
arrived in December of that year. OIT management assured Seligman and Stone that one of Keats’ 


39 See Report of Findings on CDER-OH, Tasks One through Four , by Linda Rule, October, 2003, p. 11-13 
and 20-21. 

40 See Report of Findings on CDER-OIT, Tasks One through Four , by Linda Rule, October, 2003, p. 24. 

41 Burnette’s prior position was as a network administrator for the State of Maryland where she worked 
with Linda Burek who was formerly the CIO of the State of Maryland. 
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first tasks would be to conduct the alternatives analysis so that AERS II would not be delayed. As 
follow-up to these discussions Burek emailed a draft DHHS policy on alternatives analysis to Stone 
that stated that it was not necessary to spend a lot of time gathering detailed requirements prior to 
conducting an alternative analysis. 42 

Given the pressing needs of the AERS users, the existence of a fully back-engineered AERS I system in 
the CDER Oracle Designer/2000 Repository, and OIT’s endorsement of the Oracle AERS COTS option 
in the August 13, 2003 OMB Exhibit 300 as the most cost-effective solution to quickly remedying the 
ineffectiveness of the AERS system, Keats informed Stone in an email in January 2004 that all she 
needed to proceed with the alternatives analysis was a set of high-level requirements. It appears that no 
one in CDER’s OIT organization informed Keats or Stone that the information produced by back 
engineering the AERS system six months earlier would have been more than sufficient to conduct an 
alternatives analysis of various COTS, and then purchase the new AERS II system. Had they known 
about the existence of a complete set of requirements for the AERS I system, they could have proceeded 
down the path of obtaining an AERS II system even more quickly. 

This lack of communication about valuable information that FDA had purchased at a cost of 
$300,000 was symptomatic of the deeply troubled situation within the OIT organization where the 
left-hand did not know what the right hand was doing. So in the absence of this information, two 
months later on March 12, 2004 Stone delivered a high-level requirements document to Keats. Our 
analysis shows that the set of requirements produced by Stone was taken from the AERS I 1996 
Detailed Requirements document and the RTM that he requested in 2003 and was more than 
enough information to conduct an alternatives analysis because it contained all (100%) of the 
requirements listed in the AERS I Detailed Requirement Document and new user requirements 
contained in the 2003 Requirements Traceability Matrix 

The AERS II proposal was reviewed and approved by Linda Burek, Margo Burnette and the CDER 
1MSC on March 26, 2004. With the 1MSC approval in hand, Keats began the alternatives analysis 
and stated in the March 2004 OMB Exhibit 300 that although detailed requirements would have to 
be developed, that the requirements found in Stone’s March 2004 document were sufficient to 
evaluate COTS packages like Oracle AERS as viable alternatives for AERS II. The OMB Exhibit 
also stated that given all the progress made, that the new AERS II system would probably be up and 
running in FY2005 . 43 Keats also noted in the OMB 300 that despite the fact that there was a lack of 
new funding for AERS II, that the system could be brought on-line using the cost savings from the 
AERS maintenance contract, plus savings from reducing the cost of AERS I data entry. More 
specifically, the OPaSS AERS Program Office had instituted improvements and efficiencies that: a) 
reduced the AERS maintenance contract from $2.5 to $1.9 million per year, then ultimately to $1 .2 
million per year, plus b) AERS II would reduce the cost of data entry by another $500K per year. 

This was more than enough to have AERS II up and running in FY 2005 as was indicated two years 
earlier in Observation 6 of the initial report developed by the Breckenridge Institute staff. 

OIT’s Kathleen Keats arranged a presentation by Oracle on May 4, 2004 so users could make a 
preliminary evaluation about whether the functionality provided by a COTS product like Oracle 
AERS was worthwhile pursuing from the perspective of AERS users. The following people 
attended the presentation: 

• Charlie Stone (OPaSS) 

• Kathleen Keats (CDER OIT) 


42 See the HHS IRM Policy for Conducting Information Technology Alternatives Analysis, HHS-IRM- 
2003-0002.002, October, 2003. 

43 See OMB Exhibit 300, March 24, 2004, completed by Kathleen Keats, p. 16-17. 
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• Tina Hamilton (CDER OIT) 

• Toni Piazza-Hepp (DSRCS) 

• Min Chen (DDRE) 

• Jim Wilson 

• Lynette Swartz (DMETS-IT) 

• Charlene Flowers (DDRE) 

• Ann Gaines (CBER) 

• Jerry Yokoyama (CDER OIT) 

• Krishna Chary 

• Tim Rigg (CDER OIT) 

• Lise Stevens (CBER) 

• Roger Goetsch (DSRCS) 

• Kathleen Farhart-Sabet (DMETS-IT) 

• Andrea Feight (OPaSS) 

• Carol Krueger (OC) 

• Sarah Singer (DDRE) 

• Harold Stepper (OC) 

Because it was an initial demonstration, AERS users who attended were instructed not to reveal 
their requirements to Oracle, so as not to give them an unfair advantage. The general consensus of 
the attendees was that the Oracle AERS product would meet almost all of the AERS users’ needs. 
As a follow-up to the meeting, Oracle sent a proposal to Charlie Stone on July 12, 2004 to conduct 
an Oracle AERS Pilot that would answer any lingering questions that the Safety Evaluators had 
about whether the Oracle AERS product was a viable alternative to AERS 1 and would provide 
functionality they were missing. The five phase pilot program would include: a) requirements 
gathering and scope definition, b) setup of initial AERS pilot instance, c) design and setup of data 
capture of final AERS pilot instance, d) user training and implementation .of pilot, and e) complete 
documentation. The total cost of the pilot program with Oracle’s 80% DHHS-wide discount was 
about $85,000. 44 As a follow on to the pilot, Oracle gave Stone a fixed-price proposal that would 
turn the Oracle AERS COTS package into a fully functioning AERS II system for $4.5 million. As 
a final step, Kathleen Keats completed the AERS II alternatives analysis on June 3, 2004. 

The AERS II system had past one of the last hurdles and was on it’s way to becoming a reality. But 
over the next few months, a complicated series of events and unilateral decisions on the part of OIT 
management would: a) slow down and ultimately shelve the AERS II project, b) change the project 
scope from replacing the dysfunctional AERS system to an agency-wide adverse event reporting 
system championed by Margo Burnette and the Bioinformatics Board (BIB), and c) create the 
perception that this radical change of project scope would have little or no negative impact on 
AERS users in CDER and across the agency (OB 1-2006). 

• On April 30, 2004 Linda Burek became the Director of CDER’s Office of Information 
Management (OIM) and Margo Burnette became the Director of CDER’s OIT. 

• On June 30, Burnette began to champion the idea of a consolidated, FDA- wide adverse 
event reporting system (FAERS) like the one proposed by BAH in a white paper they 
issued in January 2003. 45 


44 For details on Oracle’s 80% discount to Federal agencies see, John More, Feds Get Smart with Oracle, 
April 26, 2005, (http://www.fcw.com/article88699-04-26-05-Web). 

45 Booz Allen Hamilton, FDA Adverse Event Consolidation, January 29, 2003. 
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• Originally systems such as AERS had their own OMB Exhibit 300, but these documents 
started to be combined into more and more generic packages of budget and work (from 
AERS, to Drug Safety, to Post-Marketing, etc.) with the result that it became increasingly 
difficult to identify the exact budget allocation for a system like AERS II, which gave OIT 
much less accountability and traceability for how money was spent or “reprogrammed.” 

• The OMB Exhibit 300 issued on July 6, 2004 with Burnette as the new Director of OIT 
stated that the AERS system would not be replaced until 2007 - two full years later than the 
date Keats recorded just three months earlier in the March 2004 OMB Exhibit 300. The 
only explanation given was that OIT had conducted a market research study that had 
showed that there were several other AERS COTS packages on the market other than the 
Oracle AERS package and that these packages would be investigated. This decision was 
not based on changes in user needs. 

• Seligman’s July 30, 2004 email to Steven Galson and Douglas Throckmorton about Stone’s 
AERS II meeting with Jim Rinaldi (CDER’s CIO), Ray Russo, and Don Lipkey in Business 
Process Planning Office (BPP), and Rinaldi’s interest in using the AERS II, Oracle AERS 
system as a basis for the next generation of FDA-wide adverse events reporting system 
(FAERS) and his willingness to present this concept to FDA’s management council 
indicates gathering support for an agency-wide system at the very highest levels of FDA. 

This was the beginning of the change in project scope from replacing AERS I to building 
an Agency-wide adverse event reporting system. 

As mentioned previously, these actions have resulted in: a) a four-five year delay in the 
replacement of the dysfunctional AERS I system released in 1997 which has (and will continue to) 
negatively impact the ability of Safety Evaluators to effectively conduct Drug Safety surveillance, 
b) the unnecessary maintenance and operating cost of about $25 million for not replacing AERS 1 
in FY 2005, and c) the risk of trying to develop an agency-wide adverse events reporting system 
without a fully functioning AERS II system as a foundation (see section entitled, The Impact of Not 
Having AERS II Operational in 2005 for details). 

3. 7 The Turning Point for AERS II Despite the Protest of OPaSS 

Seligman, Stone, and the community of AERS users were shocked when AERS II took a sudden 
change in direction under Burnette’s leadership as she unilaterally informed them that they would 
have to begin the process of gathering requirements and conducting an alternatives analysis all over 
again (OB 1-2006). More specifically, OIT would: a) produce yet another high-requirements 
document, b) conduct a second alternatives analysis, c) issue a Request for Information (RFI), and 
d) produce another set of detailed requirements. These activities would cost $778,769 and not be 
completed until April 2006 - almost two years later. 46 Other than having conducted a market 
research study that identified potential COTS packages other than the Oracle AERS system, OIT 
management gave no reason for this abrupt change in direction. Not only were there no changes in 
user requirements that would have necessitated this change, OIT had more than enough information 
to evaluate these other COTS packages and/or COTS integration solutions for AERS without going 
through another requirements gathering process, including the ability to: 

• Conduct a gap/fit analysis between AERS and the newly identified COTS products to determine 
how well they map to the FDA Technical Reference Model. 

• Define the degree of customization of a given COTS package, e.g. 20%, 50% or more 


46 See OMB Exhibit 300, July 6, 2004, completed by Kathleen Keats, p. 16. 
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• Determine the degree to which a given COTS package fit with the overall Application 
Architecture of the agency, e.g. Net, J2EE 

• Define whether a given COTS package is 2-tier, n-tier and whether it supported the overall 
architecture objectives of the agency, including moving to Service Orientated Architecture (SOA) 

• Define the extent to which a given COTS package supported a concept of services that fit within 
the overall FDA architecture 

• Develop a work break down structure for actually customizing a given COTS package, data 
migration, and initializing the new system and finally 

• Providing the basis for developing a firm fixed price contract for the new AERS system 

In an email dated August 26, 2004, Stone and Seligman told OIT management that OPaSS and the 
broader community of AERS users across FDA could not wait two more years and spend almost 
$800,000 to repeat the process they had just completed because OIT already had all the information 
they needed to move ahead on AERS II. The email also noted that the Oracle proposal of $85,000 
to conduct the pilot program within four weeks looked a lot better than the prospect of slowing 
down the AERS II project by more than two years. Stone also reminded Burnette that he had a 
written fixed price from Oracle for the entire AERS II with a total cost of $4.5 million. Seligman 
questioned the value-added of what she had decided and instead wanted to leverage the existing 
documentation and have the final requirements completed prior to the Presidential election and they 
specifically asked OIT not to obligate any funds or move forward on this plan. Those funds were 
obligated despite the objections of Seligman and Stone. 

On August 27, 2004 Burnette replied to Stone in an email stating, “Oracle is selling you a bill of 
goods - it’s called low-balling.” She also reminded Stone, Seligman, and the AERS users that, “As 
you well know, the business side of FDA isn’t to be building IT systems.” 47 But given the time 
delays and unnecessary costs incurred over the course of the next two years it would become clear 
that it was OIT that was selling OPaSS and the AERS users “a bill of goods” about how long it 
would take to replace the dysfunctional AERS I system while telling them - “Just trust us - this is a 
‘technical’ matter. We’re the IT experts” (OB 1-2006). 

The September 2004 OMB Exhibit 300' issued by CDER’s OIT stated that OIT was now going to 
conduct a “technical” alternatives analysis and consequently that AERS II had been pushed off until 
2007. Given the fact that there had been no changes or additions to the AERS user requirements, 
this was a serious departure from what Kathleen Keats had recorded in the OMB Exhibit 300 just a 
few months earlier. To the surprise of Stone and Seligman, Kathleen Keats left OIT in September 
2004 after staying only nine months and George Jett became the next AERS II Project Manager on 
October 1 8, 2004. The new HL- Requirements Document started after Keats’ departure was 
delivered to OIT on December 15, 2004 at a cost of $169,9 10. 48 As discussed in the section of this 
report entitled. Use of Appropriate IT Methodology , analysis of this document revealed that it only 
partially followed appropriate IT methodology and the resulting document actually contains less 
“technical” information about AERS user requirements than the baseline that existed in July 2004. 

OIT published a Request for Information (RF1) about the AERS II system in February 2005 using a 
base of user requirements that included the 1996 and 1998 AERS Requirements Documents 
developed by BAH; the 2003 RTM requested by Stone and two later versions of the RTM; and the 
High-Level Requirements Document that was completed in June 2005 by ISSA at a cost of 
$210,000. 49 There were 43 responses and the top eleven stated that it would take 24-30 months 


47 See August 27, 2004 e-mail from Burnette to Stone. 

48 See FDA ODER Adverse Event Reporting System II (AERS II) High Level Requirements (IILR), Version 
1.03, by ISSA, December 15, 2004. 

49 See Request for Information, OSS/OAGS/DSCI/ITCT RF I Number: FDA2005-00I , February 2005. 
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from this time and cost between 5-10 million dollars. 50 George Jett’s presentation on the 
Alternatives Analysis states, “It can now be stated that the AERS II development effort should be a 
COTS integration effort. While it is possible that a significant portion of the AERS core 
functionality can be supplied by a COTS Adverse Events product, other major functionality must 
be supplied by other best-of-breed COTS products.” 51 

But it is important to note that this change in direction means that new information should have 
emerged as part of the HL-Requirements and RFI processes, because in George Jett’s summary 
presentation on the Alternatives Analysis presented on August 4, 2005 he stated that the user 
requirements could not be satisfied by a single COTS package so consequently AERS II would 
require a systems integrator or software developer to oversee a COTS integration process. 32 This 
was a very different conclusion than OIT’s Sandra Valencia and Kathleen Keats and OPaSS’ 

Charlie Stone had reached only a few months earlier following the June 2004 completion of Keats’ 
alternatives analysis. In fact, the Breckenridge Institute’s evaluation of the HL-Requirements 
Document indicates that the level of detail of the AERS user requirements included in the 
December 2004 HL-Requirements Document is substantially less than the level of detail of the 
requirements used to complete Keats’ June 2004 alternatives analysis (OB 2-2006). This indicates 
OIT’s decision to change directions on AERS II must have been predicated on something other than 
changes in AERS user requirements or other technical details (see section entitled, Use of 
Appropriate IT Methodology. 

More specifically, the following things remain unchanged from Keats’ alternatives analysis 
following the issuance of the HL-Requirements, RFI results, and OIT’s conclusions about the 
alternatives analysis. First, as described above, a gap/fit analysis would have had to been conducted 
on any COTS package or COTS integration package to identify the percent of customization 
because it’s almost never the case that a COTS fully satisfies user needs. Second , the user 
requirements remained unchanged and our analysis shows that there is a many-to-one relationship 
where multiple requirements were rolled up into a single high-level summary requirement that 
provided substantially less information about AERS user requirements than the body of 
requirements used by Keats. In fact, even things like moving away from a client server approach 
toward a web application for AERS II and interfacing with other FDA and government-wide 
systems were included in the requirements used by Keats and the Strategic Plan developed by Stone 
in 2003. Third, Oracle was still the accepted FDA standard in terms of computing applications and 
80% of the respondents to the RFI specified that they would use Oracle products, with a number 
specifying that they would use Oracle AERS (OB 2-2006). 

What does appear to have changed is the following: 

• Who was leading the effort, e.g. the “essential tension” that Seligman had established 
between CDER’s OIT and AERS users in OPaSS and across the agency was dismantled 

• A technological shift towards a Service-Oriented-Architecture (SOA) that: a) was not 
driven by user requirements, and b) was unilaterally decided in the absence of the detailed 
CDER-CBER business process mappings needed to create the components of an SOA 
architecture. 53 


50 See CDER Drug Safety Team, AERS II Alternatives Analysis Report , version 1.3, June 2005 

51 See FDA Adverse Events Reporting System (AERS) II Alternatives Analysis Report , Version 1.3, June, 
2005, p. 3 

52 See George Jett’s presentation, Adverse Events Reporting System (AERS) II Alternative Analysis Report , 
August 4, 2005. 

53 The notion of “agility” (the ability to change IT quickly to fit business needs) and the latest strategy for 
doing this called Service Oriented Architecture (SOA) is described in, Christopher Koch, “The Truth about 
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• A radical shift in project scope from replacing the dysfunctional AERS I system to an 
agency- wide adverse event reporting systems that would take on a number of different 
names, e.g. FAERS, MedWatch Plus, etc. 

3.8 The 2005 AERS Users Satisfaction Survey 

Had OIT management moved forward on the plan developed by Keats and Stone, the AERS II 
system would have probably been up and running by the fall of 2005. Instead, the AERS II system 
was far from even beginning and AERS users were more unhappy than ever about the dysfunctional 
AERS I system, as evidenced in the June 2005 users survey - summarized below. Using the 1 1 
Observations for Improvement identified in the 2003 interviews as a baseline, users were asked to 
evaluate performance of AERS related activities over the last 1 8 months (see Appendix E for the 
complete result of the AERS Users Survey). 

• Project Management: BAH is no longer the contractor and interviews and other data show 
that the current contractor (SA1C/PSI) is doing a great job. In addition, the AERS Program 
Office is doing an excellent job providing oversight for all contractors working on the 
AERS Program by holding them to task and closely monitoring the number of tasks being 
completed and the contractor’s performance on those tasks. The three CCBs have been 
combined into a single, more effective entity, the number of outstanding CCRs has been 
substantially reduced, CCRs for organizations such as DMETS and CBER that were 
outstanding for years have been completed, and the number of CCRs addressed per new 
release of AERS I has increased dramatically. 

• Communication: Interviews and other data indicate that the AERS Program Office has 
effectively filled the role of liaison (business systems analyst) between CDER’s OIT/OIM 
organizations and the spectrum of users in OPaSS, CBER and throughout the Agency. The 
level, kind, frequency, and quality of communication provided to AERS I users about the 
system has improved substantially over the last 18 months. 

• AERS Ownership: Prior to Seligman’s establishment of the AERS Program Office, 
organizational responsibility for the AERS I system was unclear. According to Seligman 
and AERS users, the AERS Program Office owns and is responsible for the effective 
operation of the AERS Program. But this is increasingly difficult because the AERS 
Program Office has the responsibility for effectively running the program, without the 
funding authority needed to make this happen. 

• Identify All AERS Users: Over the last 18 months, the AERS Program Office has 
systematically included and tried to meet the needs of all AERS users including other 
safety evaluators in OPaSS (DMETS), CBER, epidemiologists. Office of Compliance, FOI, 
and the Review Divisions in the Office of New Drugs (OND). 

The data from the AERS User's Satisfaction Survey also showed the following issues remain 
extremely problematic. 

• Poor System Design: Seligman and the AERS Program Office have made a conscious 
decision not to invest resources in fixing problems in AERS I that would be fixed by AERS 
H and instead spent their time and resources trying to get AERS II into production. 


SOA” in, CIO Magazine , June 15, 2006, volume 19, number 17, p. 49-60. The key to SOA is to mirror 
chunks of business processes in modules of technology that can be mixed and matched to create automated 
business processes. 
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Interviews with AERS users indicated, that if the AERS II system is substantially delayed, 
resources must be dedicated to increasing the functionality of the AERS I system. Analysis 
showed that AERS I users spent on average about 3/4 of an hour per day on AERS I-related 
inefficiencies, with some users spending as much as four hours per day on such 
inefficiencies. For the 75 users who participated in the survey, spending 3/4 of an hour per 
day amounted to about $700,000 per year in lost salary and is the equivalent of about 6 
FTEs (see Appendix E for details). 

• Lack of Documentation and Training : The documentation and User’s Manual for the AERS 
I system that exists is badly out of date and was originally written in 1 999, with none of the 
system upgrades or enhancements up through 2005 being included in this 1999 version, in 
addition, there was no regularly offered formal training on how to use the AERS system 
provided to existing or even new users. Increased change in AERS I and employee turnover 
among Safety Evaluators has made the training and documentation problems worse over 
the last 1 8 months. 

• Electronic Submissions: This issue was scheduled to be completed as part of the AERS II 
process as listed in the AERS Program Office Strategic Plan but had not been acted upon as 
of June 2005 (Note: This was actually completed in April 2006). 

• IT Consolidation: The “essential tension” consciously established by Seligman when he 
established the AERS Program Office placed OPaSS in direct conflict with CDER’s OIT 
because OPaSS has the responsibility for effectively running the AERS program, without 
the funding authority needed to make this happen. For example, in May 2005 CDER’s OIT 
informed the AERS Program Manager that AERS 1 would have to take a 25% cut in 
funding. What is most problematic was that the Director of OIT (Burnette) knew about this 
reduction in funding since January 2005, but failed to inform the AERS Program Manager 
until five months later when options for dealing with the cut were far fewer. 

• System Interfaces : The need for interfacing with other systems inside the FDA (Drug 
Quality Reporting System, Clinical Trials system), and outside the FDA (AHRQ safety net, 
etc) was slated for completion as part of the AERS II process but had not been addressed at 
the time of the survey. 

3. 9 OIT Unilaterally Sets IT Direction Despite the Protests of AERS Users 

In an email to Seligman on June 16, 2005, Burnette described how she and representatives from the 
CIO’s Office and IT representatives from CBER, ORA, and CFSAN had met on the FAERS project 
and had decided to initiate the FAERS project as a formal Agency-wide project, with the first phase 
being AERS II. The group had also agreed that CDER’s OIT and BPP group, not the AERS 
Program Office in OPaSS, would lead the initiative. 54 In effect the “essential tension” that 
Seligman had created with the AERS Program Office to make OIT accountable to AERS users 
would no longer exist and the liaison (business systems analyst) function that Stone had provided 
would erode, as technically oriented OIT staff and consultants would once again interact directly 
with AERS users. Burnette’s email was to inform Seligman about this unilateral decision and to ask 
him for his support and concurrence in dismantling what he had created in OPaSS (OB 1 -2006). In 
addition, other senior level FDA managers like Janet Woodcock and Steven Galson also gave their 
support and concurrence to the FAERS project with the stipulation that it did not negatively impact 
AERS 11 and/or CDER- a condition to which Burnette agreed. 


54 See June 16, 2005 e-mail from Bumette to Seligman. 
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On November 22, 2005, FEDSIM announced that BAH had been awarded the AERS II Detailed 
Requirements (SRS) contract at a price of $389,000 and two weeks later on December 8, 2005 
Burnette began a 120 day detail to CDER’s BPP group, with Jim Shugars becoming acting Director 
of CDER’s OIT. It is important to note that the pattern of unilateral decision-making on the part of 
OIT management described by Linda Rule’s Report continued even after Burnette joined the BPP 
group and Jim Shugars became acting Director of CDER’s OIT. More specifically, interviews and 
evidence from documents and emails indicate a pattern of Burnette and OIT: a) telling senior FDA 
and ODER management that the FAERS project would not negatively impact AERS II or AERS 
users, but b) making decisions that in fact resulted in a negative impact on the timely replacement 
of the dysfunctional AERS I system and the ability of AERS II users to adequately do their jobs of 
protecting the public health. 

For example, during a FAERS meeting in December 2005, FDA’s Deputy Commissioner Janet 
Woodcock began to question why BAH had been hired to do the Detailed Requirements Document 
for AERS II given their track record on AERS I - a project that was done while she was Center 
Director of the CDER. Woodcock specifically asked that BAH make a presentation to her and the 
FAERS Executive Committee describing their current strategy for developing the detailed 
requirements, and to specifically describe what they were going to do differently now than they did 
for AERS I. The presentation by BAH was never given because of unilateral decision-making on 
the part of CDER’s OIT, now led by Jim Shugars (OB 1 -2006). 

• First, on January 10, 2006 Stone sent an email to George Jen and Tim Rigg informing them 
that the FAERS Executive Committee, and Janet Woodcock in particular, wanted BAH to 
make a 20 minute presentation on January 18, 2006 covering: a) their approach to data 
gathering and documenting the detailed requirements for AERS II, and b) what they plan 
on doing differently this time. 

• Second, on January 12, 2006, Burnette sent an email to Jim Shugars, Tim Rigg, Tim 
Mahoney, and George Jett stating, “I've talked with some of you individually, but (if time 
permits) it would be good for us to talk together so that OIT CDER and BAH can be best 
prepared to present how the AERS II requirements are being done. The underlying purpose 
behind Dr. Woodcock’s request is that the Executive Committee has a degree of distrust in 
BAH. You will be able to show (1) you made a valid selection, and (2) what is different 
this time in the methodology, structure and management involved. 

• Third, on January 12, 2006, Mahoney sent an email to Rigg, Jett, and Shugars stating, 
“Tim/George, I don’t think BAH should be giving a presentation; it should be us (OIT- 
CDER). I think we should propose to Charlie that he recommend a presentation like this...” 

• Fourth, on January 13, 2006, Shugars sent an email to Mahoney, Rigg, and Jett stating, “I 
agree also. Tim R - can you grease the skids with the committee? We should have a quick 
dry run before the brief.” 

Woodcock never got what she asked for, but instead, Margo Burnette, George Jett and Tim Rigg 
from OIT gave the presentation on February 15, 2006 and defended their decision to hire BAH 
once again. They also reiterated to Woodcock and what had become the MedWatch Plus Executive 
Committee (formerly FAERS) that the newly expanded scope of the FAERS project would have no 
negative impact on AERS II or CDER. 

Consequently, Stone and Seligman were shocked to learn on February 23, 2006 that the AERS II 
project schedule had gone from green to yellow on the CDER OIT status report, where a “green” 
status meant that the project was on track, and a “yellow” status means that there are definite 
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concerns about funding, cost, and schedule (OB 1-2006). In response to Stone’s inquiry about the 
change to yellow status, George Jett replied in his February 24, 2006 email, 

“Actually Charlie I’m the one who changed the status for the schedule from green to 
yellow. This is a report coming from OIT-CDER and my opinion is that this report was 
intended to convey risks as we perceive them. I feel that by changing this schedule area 
to yellow it shows that the AERS II schedule will be impacted by a change in scope to 
accommodate MedWatch Plus. In all of the discussions we've had about expanding the 
scope I have always taken the position that scope change would, in fact, impact our 
plans. The schedule, contract and cost will change. So to me this is a risk to the current 
AERS II project schedule. This status change was vetted through the OIT-CDER 
management chain. 

“With respect to cost we collectively (OIT-CDER) decided to change the status to 
yellow. This is intended to reflect the simple fact that it's almost March and there is still 
no FY06 budget for AERS II development. I've already lost a team member and am in 
danger of losing another in a week or so. Also, not knowing if there will be enough 
funds to move into the next phase represents a huge risk to the schedule. Actually when 
I think about it I believe 1 could make a case for the cost area being red, but at the very 
least it seems to me that this area should be yellow. Others in OIT-CDER agree.” 

Where had the funding for AERS II gone and why hadn’t Stone and the AERS users been consulted 
about it? Who reprogrammed the money and to where had it been moved? These are questions that 
could not be determined within the scope of our study but need to be further explored (OB 1 -2006). 

The gathering of the detailed requirements had been underway since November 2005, and 
representatives from OIT and BAH had formed five working groups for AERS users to participate 
in: 


• Data Input 

• Dictionaries 

• Interfaces 

• Security 

• User Needs 

As the Safety Evaluators and other users participated in meeting after meeting with the CDER OIT 
staff and BAH contractors, the AERS users became more and more frustrated and eventually called 
an emergency meeting of the largest user group (User Needs) on February 21, 2006. The following 
is a summary of the major concerns expressed by AERS users that were captured in an email by 
AERS Program Office personnel. 

• The contractor and OIT are not prepared; they don’t understand our needs. 

• We spend ours completing tables; to what end? 

• The contractor and OIT should help us better understand features available in other AE 
system 

• The contractor and OIT should use the existing AERS requirements, AERS II high level 
requirements, list of CCRs, and ODP session notes as a baseline (those that existed as of 
July 2004) 

• We are very uncomfortable with the process of one contractor gathering requirements, and 
another contractor doing design and build 
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• The process of splitting the project into requirements and design/build means we will need 
to spend more time to train the next contractor 

• We want to see other AE products so we know what is already available to other and to 
help stimulate better ways of doing our jobs 

• What happens between the draft copy on March 2 1 , 2006 and the final document on April 
12, 2006? 

• What happens if the final detailed requirements document delivered on April 12, 2006 is 
unsatisfactory? Who fixes? Will it cost more? Who pays? 

• Why don’t we have representatives from FOI; why don’t we have Medical Officers and 
Epidemiologists attending? What about their requirements? 

The AERS users suggested that OIT stop work on the requirements gathering process until they 
could be sure that the process would be done correctly, but OIT seemed to ignore their request. Had 
the AERS It process gone forward in July 2004 rather than being delayed by OIT management, the 
AERS II system would have been up and running for six months to a year. 

Oblivious to the needs of AERS users to replace the dysfunctional AERS I system, Burnette and the 
Business Process Planning group continued pushing toward the new project scope of building an 
FDA-wide system and contracted with IBM to conduct a high-level business process analysis. 
Given the scale and complexity of FDA and its Centers, and the fact that the scope of the IBM 
project was only $43,000, it’s unclear what BPP was expecting to accomplish with this project 
other than to create more support for accelerating the FDA-wide system at the expense of an AERS 
I replacement by revealing the obvious, e.g. that there was a large degree of commonality of 
processes across the agency in the areas listed below. 

• Developing instructions and guidance for adverse event reporter use 

• Methods for collecting adverse event information (i.e., phone, fax, mail) 

• Activities for registering a received adverse event (i.e., logging, sorting) 

• Data Entry 

• Identifying importance to address adverse event, typically termed “Triage” 

• Steps for coding 

• Quality control (data entry, coding, other handling) 

• Conducting archiving (paper and electronic) 

• Privacy Act Redaction 

• Reviewer Notification 

• Obtaining additional information, typically termed “Follow-up” 

The IBM study in combination with an increasing pressure for an agency-wide adverse events 
reporting system propelled the MedWatch Plus project to the forefront and increasingly slowed the 
AERS II project. In an email dated March 13, 2006, Burnette transmitted a copy of the draft 
Addendum to the AERS II Boundary Document that incorporated FDA- wide needs to Paul 
Seligman, Charlie Stone, Tim Rigg, Tim Mahoney Jim Shugars, Mary Ann Slack, Don Lipkey, 
Malcolm Bertoni, and Nancy Stanisic. 55 Burnette stated that CDER’s OIT was preparing a high 
level analysis of the impact that these changes would have on the CDER/CBER AERS II initiative, 
when in fact OIT already knew the extent of the negative impact as would be indicated by George 
Jett’s changing of the AERS II status from green to yellow. 


55 See Addendum AERS II Boundary Document, March 13, 2006. 
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In her March 1 5, 2006 email to Seligman, Burnette stated that the MedWatch Plus Executive 
Committee had reviewed the proposed addendum to the AERS II Boundary Document and had 
agreed on it subject to two key points: 

• Janet Woodcock stated and it was agreed/endorsed by all that any changes to AERS II 
scope to include agency-wide functions could not negatively impact CDER 

• It was unanimously accepted that additional functionality would be phased in 

This was another example of the pattern of saying that there would be no negative impact on AERS 
users or CDER, when in fact the project was (and would continue to be) negatively impacted (OB 
1-2006). Burnette learned that Steven Galson was also worried about the negative impact that an 
agency-wide system would have on AERS users and CDER, so she sent him an email on March 15, 
2006 trying to ease his concerns and smooth the situation over. In the email Burnette states, 

“Steven, I expect you have some concern about whether the MedWatch plus activities 
might negatively impact AERS II. I just want to let you know that it was specifically 
mentioned by Janet and agreed and endorsed by all at the MedWatch Plus Executive 
Committee meeting that any changes to AERS II scope to include agency wide 
functions could not negatively impact CDER. OIT-CDER has some good suggestions 
for how to proceed from a technical perspective. 

“You’ll see some meeting notices in the next week or so (1 expect) that talks about 
changes to the AERS II boundary document. What we’ve done is made the changes as 
an addendum, so basically AERS II continues as planned, and the agency wide 
components will be "add ons." This is similar to what we did with SPL, where the first 
phase was CDER only, but there were options in the contract to do additional 
components. There will have to be agreement to the ‘add ons,’ so it will be important to 
have the right people from CDER there to have the official CDER voice.” 

But it became increasingly difficult to see how CDER and AERS users would not be negatively 
impacted by an agency-wide system, given the fact that its funding for AERS II for FY 2006 had 
been zeroed out and reprogrammed to OIT (OB 1-2006). In fact, in the March 23, 2006 ODS 
Budget Sheet, AERS II funding for FY 2006 was listed as being $ 1 .528 million and two weeks later 
in the April 10, 2006 ODS Budget Sheet the funding for AERS 11 had been zeroed out and 
reprogrammed from the “business side” in ODS to OIT. The current funding for AERS II in FY07 
has also been zeroed out. Based on the information available to the assessment team, it is unclear 
exactly who reprogrammed the AERS II funding to OIT. But what is clear is that reprogramming 
AERS II funding to OIT almost guaranteed an enormous negative impact on AERS users and 
CDER by even more delays in replacing the dysfunctional AERS I system and unnecessary costs 
incurred by not moving on the AERS II system two years earlier in July 2004. More specifically, 
reprogramming AERS II funding to MedWatch Plus activities would give BIB and CDER’s OIT a 
one year lead over the financially stalled AERS II project, allowing them to “leap frog” the 
MedWatch Plus project over AERS II, then argue that the AERS II project had been overcome by 
events, e.g. it had simply been absorbed into the yet to be developed agency-wide system, without 
ever becoming an operational IT system. Given the performance of OIT on AERS I and throughout 
the time period covered by this study, this is an enormous risk to FDA and AERS users in all 
Centers. 

3.10 Unanswered Questions 

What is most confusing about the current status of the AERS II project is that the COTS and/or 
COTS Integration solution that was shown in July 2004 to be the preferred solution for replacing 
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the dysfunctional AERS I system is still one of the solutions currently being considered, yet FDA 
has not acted on this plan. More specifically, on May 18, 2006 Margo Burnette sent an email to OIT 
staff members Tim Rigg, Tim Mahoney, and George Jett stating that she had just seen a 
presentation by a company that specializes in adverse event case management business processes 
that indicated there were only a few products that were widely used as adverse events reporting 
systems. 56 She asked OIT to conduct ye/ another alternative analysis on the following four products 
mentioned in the presentation: 

• Phase Forward - Clintrace 

• Relsys - Argus 

• Aris Global - ARISg 

• Oracle - Oracle AERS 

The fourth option, Oracle AERS, is the same system that was recommended by OIT’s AERS 
Project Managers Sandra Valencia Kathleen Keats in the July 2004 OMB Exhibit 300. Had this 
proposal been implemented in 2004, the AERS II system would have been fully operational in FY 
2005 at a cost of about $4.5 million, most of which would have been paid for by cost efficiencies 
from the existing AERS I system. 

As mentioned above, the purpose of this section is to establish the overall historical context for the 
Independent Verification and Validation of the AERS II Requirements Process, and to evaluate the 
rationale and consequences of critical decisions that were made by CDER’s OIT, AERS users, and 
CDER managers and scientists that have brought the AERS II project to the point it is today in 
FY07. It is meant to answer two fundamental questions. 

• How did the project scope for AERS II get radically shifted from replacing the 
dysfunctional AERS I system, to building an Agency-wide adverse event report system? 

• What are the end-effects and consequences for taking this path on FDA’s and CDER’s 
ability to carry out its mission of protecting and promoting public health through safety 
evaluations, epidemiological studies, and the functions executed by the Offices of 
Compliance and FOI? 

But a close examination of the events surrounding the AERS II requirements development process 
raises as many questions as it answers, especially about the pattern of questionable decisions and 
practices used by CDER’s OIT. For example, July 7, 2006 was George Jett’s last day as CDER’s 
OIT AERS II Project Manager because he accepted a job at Aris Global - one of the four adverse 
event reporting companies that Burnette asked him to evaluate only two months earlier in her May 
16, 2006 e-mail. During the last week of September 2006, Jett made a presentation about adverse 
event reporting at the FDA sponsored ePromt meeting as the Director of Strategic Initiatives for 
ARIS Global. On October 4, 2006 Jett e-mailed FDA’s Roger Goetsch apologizing for missing 
Goetsch’s presentation at the ePromt meeting and asking him for a copy of his presentation slides. 
When Goetsch questioned this as a conflict of interest, OIT’s Tim Rigg responded by e-mail, *‘I told 
George he had to talk to FDA Ethics about it.” 57 

In an atmosphere in which IT management and contracting practices are coming under increased 
scrutiny, and in the wake of the recent report from the Institute of Medicine (IOM), the senior 
managers in CDER should conduct a thorough investigation into the leadership, management, and 


56 See May 18, 2006 e-mail from Burnette to Tim Rigg, Tim Mahoney, and George Jett. 

57 See e-mail from Roger Goetsch to Tim Rigg, with copies to Charlie Stone and Jim Wilson. 
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contracting practices of OIT. 58 More specifically, they should investigate: a) how effectively 
CDER’s portfolio of IT projects is being led and managed; b) the selection criteria by which 
contractors like the one mentioned above are screened and selected; and c) the way in which 
financial resources are being combined into larger and larger categories in CDER’s OMB Exhibit 
300 which increases the extent to which OIT can reprogram the IT funds of CDER’s science- 
technical units like OSE, award those funds to contractors they select without the approval of 
science-technical managers, and decreases the level of traceability and overall accountability for 
doing so. 


58 For example, see the audit and investigation into the $170 million IT system developed for the FBI that 
was unusable. See, “The FBI’s Upgrade That Wasn’t,” by Dan Eggen and Griff Witte in. The Washington 
Post , August 18, 2006 (http://www.washingtonpost.com/wp- 

dyn/content/ art icl e/2006/0 8/1 7/AR2 00608 17Q1485.html) . Also see the Institute of Medicine’s report 
entitled. The Future of Drug Safety: Promoting and Protecting the Health of the Public, published on Sept 
26,2006. 
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4.0 Use of Appropriate 
IT Methodology 59 

This section of the report evaluates whether standard IT Methodology was used for the AERS II 
system’s design and requirements development process. By way of general introduction, 
enterprise-wide knowledge management requires that leaders and managers put their 
organization’s “whole brain” to work. This means viewing “knowledge-as-knowledge” whether it 
is stored and manipulated in a silicon-based system like a computer, or a carbon-based system 
like an FDA Safety Evaluator’s brain. In today’s information intensive environment, FDA’s 
human and computing resources need to work together like a cross-functional work team to 
achieve the Agency’s objectives and goals. A mission-oriented approach to the AERS II system 
that embodies an effective IT infrastructure should have four high-level functionalities: 

• Move information about adverse events from the external environment outside FDA to 
the correct place in the organization so it can be analyzed, digested and acted on. 

• Move information from internal processes within FDA to the correct place in the 
organization so it can be analyzed, digested and acted on, for example from OSE to the 
appropriate review divisions in OND. 

• Move information about the status of goals, milestones, deliverables, and budgets in 
operations plans to the correct place within FDA so it can be analyzed, digested and acted 
on. 

• Structure and manage data storage so it is a resource that’s available to AERS II users in 
all FDA Centers, e.g. data isn't isolated in data silos or shadow systems. 

All too often, an organization’s IT infrastructure is designed and maintained by IT professionals 
who give line managers what they think is needed to operate the business. This is one of the root 
causes in the derailed development of the AERS II system. Savvy senior managers know that a 
high-performing IT infrastructure is a key element of accomplishing their purpose, mission and 
goals, and consequently systems like AERS II are much too mission-critical to be delegated to IT 
professionals who often lack an intimate knowledge of an organization’s purpose, goals, 
structures, systems, and organizational culture. 

Whether an organization is designing custom software like AERS I, or piecing together a COTS 
integration package like AERS II, there are specific foundational principles and IT methodologies 
that must be included. This section of the report compares the processes used in the development 
of the AERS II High-Level Requirements Document and Detailed Requirements Document 


59 The following references were used to define our assumptions of what constitutes an appropriate IT 
Methodology: a) Alec Sharp & Patrick McDermott, Workflow Modeling, (Boston: Artech House Inc., 
2001). Sharp and McDermott provide proven techniques for identifying, modeling, and redesigning 
business processes, implementing workflow improvement, and developing software that effectively 
implements business processes. The techniques described enable requirements definition for either 
systems development or acquisition. The techniques include Workflow Modeling (Swimlane diagrams), 
Use Cases, and Entity Relationship Diagrams; and b) Richard Barker, CASE*Method Tasks and 
Deliverables, (New York: Oracle - Addison-Wesley, 1991). This is the gold-standard text that defines the 
structured development methodology used by Oracle Corporation for either systems development or 
acquisition. It describes how to utilize Oracle’s repository system, Oracle Designer (formerly Oracle 
CASE), to document and automate the software development process. The CASE methodology may be 
used either to custom-build an application or to evaluate the suitability of off-the-shelf “COTS” 
applications or “COTS” integration. 


34 



532 


(SRS) to IT software development methodology and practices that are commonly accepted in 
industry. 60 

4. 1 The Six Tiered Method 

A commonly used framework in the world of business process automation and information 
Technology is the six tiered framework. 6 ’ The six tired framework clearly defines all of the 
layers that are essential to building successful IT systems. The six tiers are shown in the diagram 
below: 


Six-Tier Approach 


CDER's Mission. Strategy, and Goals 

Describes the Strategic Viewer COER, its 
services, programs, and performance targets 
Also specified for each process 


Only effective i stated, widely 
distributed, and backed up by 


Fntfirprise-Wide Business Processes 


Organizing groups at people, resources, ai 
into enterprise-mho business processes w 
vdu« to external customers, in keeping with th 

AERS II System- Wide Architecture 


Manual and automated activities ; 
may or may not be formalised; How 
may or may not be automated. 








Overall standards and guidelines lor the 
AERS II system that ensure quality, 
consistency and interoperability. 


AERS II Application Logic 


Usually GUIs running on the desktop, 
but could beany other human- 
machine interface - IVR, EDI, kiosk, 
barcode scanners, 


Programmed application logic 
distributed across servers or 
client machines. 


AERS II Data Management 


Adapted (mm Alec Sharp and Patrick McDermott. Workflow Meaning' Toots for Process Improvement and AppicMron Development , (Qoston, MA: Artech House, 2001). p. 43 


The Six Tiered Method is a common sense approach to understanding the interdependent layers 
(tiers) that constitute an IT development project and how those tiers should interact over the 
course of an entire project. The Breckenridge Institute used this framework to evaluate the AERS 
II requirements process conducted by OIT and its contractors. A more detailed description of 
each of the six tiers appears below along with commentary on how the AERS II process either did 
or did not address these areas. 

Tier One: CDER ’s Mission, Strategy, and Goals 


60 The Clinger-Cohen Act of 1996 requires federal agencies to follow corporate America’s best practices 
for managing IT, see Alan Holmes, “Federal IT Flunks Out” in, CIO Magazine, May 15, 2006. 

61 The bulk of the information in this section was taken from Alec Sharp and Patrick McDermott, 
Workflow Modeling: Tools for Process Improvement and Application Development, (Boston, MA: Artech 
House, 2001), p. 39 ff. 
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An organization’s Mission, Strategy, and Goals are the driving force behind everything that it 
does, including its IT systems - business processes and IT systems do not exist in isolation. With 
clear mission, strategy, and goals in place, the business processes that support them can be 
described and analyzed. It is at this level that senior ODER managers must ensure that the 
lifecycle phases and the activities therein are kept in alignment with the organization’s mission. 
FDA’s overall mission is to protect and promote the public health and safety and organizational 
units like ODER and CBER contribute to this mission in various ways. The following kinds of 
documentation for Tier 1 should have been kept in the forefront of IT development by CDER’s 
OIT and its contractors throughout the AERS II requirements process: 

• Mission for FDA, Centers, and Organizational Units like the Office of Surveillance and 
Epidemiology (OSE) 

• Strategic Plan for FDA, Centers, and Organizational Units like OSE 

• Goals and Objectives for FDA, Centers, and Organizational Units like OSE 

The assessment team found no evidence that the AERS II requirements process meaningfully 
analyzed FDA’s or CDER’s mission, strategy, and goals, or the mission, strategy, or goals of any 
of the organizational units that utilize the AERS system in CDER, CBER, or elsewhere across the 
Agency. Neither the 2004 High-Level Requirements Document, nor the 2006 Detailed 
Requirements Document took a “top down” approach to the AERS 11 requirements process, e.g. 
the AERS II requirements process was not linked to CDER’s mission and goals in any 
meaningful way (OB 8-2006). More specifically, CDER mission and goals (Tier One) were not 
incorporated in the 2004 High-Level Requirements Document. Although the document contains a 
section entitled, Business Vision and Objectives, this contains a cursory discussion of the 
objectives for the AERS II system, but does not tie AERS II back to CDER’s mission or goals at 
Tier One. 

Tier Two: Enterprise-Wide Business Processes 

The Business Process tier analyzes the enterprise-wide business processes and enabling processes 
(manual and automated) that allow an organization to conduct its business. Tier Two analysis 
typically occurs during the High-Level Requirements phase of a software development or COTS 
integration project. With respect to AERS II, this tier would consist of the end-to-end process of 
drug safety and enabling processes such as conducting safety evaluations, epidemiological 
studies, and the tasks associated with the Offices of Compliance and FOI. 

When analyzing an organization’s enterprise-wide business processes and enabling processes as 
part of software development, it is important to lay the groundwork by first analyzing the 
processes “as-is”, or as they occur ‘"today”. This provides the perspective that is necessary for 
looking for process improvement and designing the “to-be” workflow. When designing software 
or evaluating the components of a COTS integration package, the “as-is” and “to-be” processes 
can be developed and analyzed using a repository tool like Oracle Designer. A diagramming 
technique frequently used for documenting the workflows is called a swimlane diagram. This 
diagram demonstrates both the process flow as well as the handoffs from one user or organization 
to another. The following kinds of documentation should be included in Tier 2: 

• Overall Process Map 

• As-is workflow (swimlane diagrams) 

• To-be workflow (swimlane diagrams) 

The following diagram demonstrates a sample swimlane diagram, and it can be seen from this 
diagram how easily a workflow can be understood by using this technique: 
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As mentioned above, the assessment team found no evidence that the AERS II requirements 
process analyzed either CDER’s enterprise-wide process of drug safety, or any of the enabling 
process like conducting safety evaluations and epidemiological studies or the tasks associated 
with the Offices of Compliance or FOI. As mentioned earlier in the report, CDER’s Office of 
Business Process Planning contracted with IBM to conduct a high-level business process analysis 
after the AERS II requirements process was almost complete. Given the scale and complexity of 
FDA and its Centers, and the fact that the scope of the IBM project was only $43,000, it’s unclear 
what BPP was expecting to accomplish with this project other than to create more support for 
accelerating the FDA-wide system at the expense of an AERS I replacement by revealing the 
obvious, e.g. that there was a large degree of commonality of processes across the agency (see 
Section 3.9 of this report for details). 

Neither the 2004 High-Level Requirements Document, nor the 2006 Detailed Requirements 
Document took a “top down” Business Process Analysis approach to the AERS II requirements 
process (OB 8-2006). The 2004 High-Level Requirements Document does not contain (or 
reference) a properly conducted Tier Two Business Process Analysis using methods such as 
workflow analysis, swimlane diagrams, or IDEF0 process analysis, e.g. there is no “as-is” or “to- 
be” analysis of CDER’s enterprise-wide business process of Drug Safety, or its enabling 
processes, e.g. conducting safety analyses, epidemiological studies, or the tasks performed by the 
Offices of Compliance and FOI. The form of analysis that was included in the document (Use 
Cases) was inappropriate for a high level requirements phase. More specifically, the detailed 
levels of swimlane diagrams of CDER’s Tier Two enterprise-wide business processes and 
enabling processes (safety evaluations and epidemiological studies) should have been linked to 
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and then Use Cases should have been used to link the Presentation- User Interface to Tier Five 
(Application Logic). The assessment team found that there is no meaningful connection between 
the High-Level Requirements Document and the Detailed Requirements Document (SRS). Alec 
Sharp comments on the incorrect application of Use Cases in IT system design: 

“Whenever a technique is successful, someone will try to take it too far, and use 
cases are no exception. A notable example: they have been proposed as the core 
technique of a process reengineering methodology in which a process is viewed as a 
use case - a very large use case - that is progressively decomposed until it arrives at 
task-level use cases. This approach simply hasn't taken off, so if you’re considering 
it, don’t bother. Process framing and swimlane diagramming are better for dealing 
with complete business processes, just as use cases are better for determining how 
actors and systems will interact to complete tasks.” 62 

The 2004 High-Level Requirements Document appears to assume that the CDER’s current 
business and enabling processes (that are currently in operation and undefined) would remain 
unchanged, and simply summarized available lists of requirements that existed prior to 2004 and 
added some new features primarily in the area of technology (for example web-based interface). 
As operating experience with the dysfunctional AERS I system has painfully shown, the effect of 
functionality problems on users tends to magnify, the further into the IT systems development life 
cycle one progresses. More specifically, it is inexpensive and relatively easy to identify and 
analyze missing or incorrect Business Process functionality early on in the process, but very 
expensive and time consuming to add or fix functionality in the later stages of the development 
process (for example, while programming or integrating multiple COTS packages). 

Tier Three: AERS System-Wide Architecture 

The System- Wide Architecture Tier defines the overarching framework within which the AERS 
II system should be developed and operated. It spans the 3 tiers below it, and is necessary in 
order to define, build, and maintain a consistent, quality technical solution. The following kinds 
of documentation should be included in Tier 3: 

• Project Schedule and Work Breakdown Structure 

• Technical Architecture - Hardware platform, Operating system, Database Management 
System, etc. 

• Standards - Naming, coding, look and feel 

• Test Plan 

• User Acceptance Criteria 

• Migration Plan 

• Constraints and Assumptions 

• Quality Assurance Plan 

• Security Plan 

• Configuration Management Plan 

• User Documentation 

« User Training 

Although some of these areas were mentioned in the requirements documents, they were not 
addressed in the depth required for a system of the scope and complexity of AERS II. For 


62 Alec Sharp, Workflow Modeling: Tools for Process Improvement and Application Development. (Artech 
House, Inc., 2001), p. 299 
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example, there were requirements that stated that data would be migrated from AERS I, but how 
could a Migration Plan be included when there was no Data Model included? 

Tier Four: AERS Presentation/User Interface Level 

The Presentation/User Interface Tier can be considered the “gateway” into and out of the AERS 
system. It represents the mechanisms by which people or other systems interact with the system 
and is the appropriate place for Use Cases to be used to model these interfaces. For end-users, 
this tier appears as the Presentation- User Interface, e.g. what they see on their desktop computer 
screen. Blackberry, reporting facilities, or other media/devices. Also included in this tier are 
other types of interfaces into and out of the system such as electronic data submission, bar code 
scanners, and public web sites. Some examples of documentation that should be generated at this 
tier include: 

• Screen designs and specifications for their behavior 

• Report layouts and specifications for their search capabilities 

• Interface specifications 

• Reporting tool requirements for specialized tools and advanced analytics (e.g. SAS, 
SPSS, Excel, etc.) 

• Download/Upload requirements 

Although over 50% of the requirements in the 2006 SRS are geared to defining this tier, they do 
so primarily through lists of requirement text, most of which existed prior to 2004, and some Use 
Cases that are unconnected to the other tiers, especially the Data Management tier. There are 
only a few sample screen designs and no report layouts contained in the 2006 AERS II SRS 
developed by BAH. These incomplete and/or disconnected requirements were interspersed 
throughout the document, making the 2006 AERS II SRS of questionable value. 

In addition, the assessment team found that neither the 2004 High-Level Requirements 
Document, nor the 2006 Detailed Requirements Document specifies what methodology and/or 
tools were used to manage the AERS II requirements process or to produce the models in the 
final documents, e.g. a requirements repository like Oracle Designer (OB 7-2006). Standard IT 
methodology requires that such methods and tools be used as the basis of a requirements process 
and that they be clearly documented in the final requirements document. 

In the case of the AERS II requirements process, it appears that lists of requirements that were 
available prior to July 2004 were edited, and then cut and pasted into the two documents using 
MS Word or Excel rather than using a requirements repository/tool to manage the overall 
requirements process. In 2003, FDA paid the Oracle Corporation over $300,000 to reverse 
engineer the AERS I system into Oracle Designer, an automated tool widely used by Oracle 
customers and consultants to design new systems and document existing systems. 63 This 
information appears to have been ignored by CDER’s OIT and its contractors during the AERS II 


63 Oracle Designer, formerly called Oracle CASE (Computer Aided Systems Engineering), is a tool that 
can be used from day one of the systems development life cycle to document and analyze system 
requirements. Richard Barker’s book describes how to use the tool for every step of the life cycle. The 
Designer repository captures increasingly detailed information obtained during the life cycle, without the 
need for re-entry of requirements. For example, during the Strategy (High Level Requirements) phase, 
information about conceptual data entities is stored. During the Analysis (Detailed Requirements) phase, 
these same entities are documented in more detail, and a complete Entity Relationship model is completed. 
Then during the Design phase, a utility within the repository can be run to generate a default database 
design, which subsequently can be used to automatically generate SQL syntax and create the necessary 
tables in Oracle. 
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requirements process. The existing AERS I data model was completely reverse engineered 
(loaded into the Designer repository using an Oracle utility that captures all information about the 
existing database), with additional documentation added regarding the description and size of 
every table in the database. This “physical” database design was then further analyzed and 
reversed engineered into a logical Entity Relationship model. Although BAH would not allow 
Oracle access to reverse engineer the Oracle programs (forms, reports, etc.), Oracle manually 
input information into the repository regarding the functional design of AERS 1 as well. This 
repository could have saved enormous amounts of time and money had it been used for the 
following purposes: 

• Understanding and further documenting the “as-is” business processes during the High 
Level Requirements phase. 

• Automating the analysis of the “to-be” processes, building upon the wealth of 
information already in the repository. 

• Understanding the current AERS I Entity Relationship model. 

• Based on the analysis of “to-be” processes, modifying and enhancing the AERS 1 Entity 
Relationship model to represent the data requirements for AERS II. 

• Tracking the evolution of requirements from AERS I ( 1 996) to the present day, without 
having to re-analyze, re-number, and re-document these requirements. 

• Manage the current AERS I environment by having a single place for complete 
documentation needed for the maintenance of the system. This can include training new 
OIT (or contractor) employees on AERS I and doing impact analysis of changes. 

• During the future COTS integration process, the Repository could be used for automated 
generation of any components of the system that must be custom developed, whether it 
be database components, such as database tables, or application components. 

As a result of not using the appropriate methodology or tool, the requirement numbering schemes 
from the 1996 document to the 2006 requirements document changed multiple times, with very 
little traceability of requirements from one document to the next. For example, in the 2006 SRS 
document there is a column indicating the source of a requirement. In some cases, this source 
may indicate a specific requirement in the RTM. In many other cases, it may indicate a Work 
Group or another document, but that requirement still mapped back exactly to a requirement in 
the RTM. Because these requirements were not controlled and tracked in a data repository that 
recorded a given requirement’s change history, users were forced to discuss the same 
requirements over and over again. What is even more problematic is that CDER’s OIT actually 
owns and maintains CDER’s Oracle Designer repository that contains a full back-engineered 
AERS 1 system, but failed to use it for the AERS II requirements process despite the fact that 
AERS is situated on an Oracle platform. The OIT did use an IBM-based repository called 
RequisitePro after-the-fact to generate a requirements traceability matrix. But the cost and work 
associated with this entire step would have been unnecessary had OIT and its contractors used 
Oracle Designer from the beginning of the process. 

Tier Five: AERS Application Logic 

The Application Logic Tier contains the business rules and process logic that must be 
implemented in order for the Presentation/User Interface Tier to interact with the Data 
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Management Tier. This application logic is programmed into the application, and may exist at 
any layer of the system (e.g. database server, web server, etc.). In addition to automating the logic 
of the application, it ensures that the application data can be maintained. Some examples of 
documentation that should be contained at this tier include: 

• Use Case Diagrams with associated logic 

• Life-cycle logic for maintenance of data entities (create, update, delete) 

• Logic to support searching and analysis requirements 

Tier Five is the most complex of the Six Tiers to analyze and requires a number of well 
established techniques: a) event identification, b) state transition modeling, and c) transaction 
specification, none of which were found in the 2006 AERS II SRS document produced by BAH. 

There are numerous requirements associated with Tier Five in the 2006 AERS II SRS in the form 
of lists of requirements that existed prior to 2004 and Use Cases. However, it is difficult to assess 
their completeness and whether the requirements of AERS users have actually been included in 
the SRS because of: a) the aforementioned lack of a top-down approach that connects all six tiers, 
and b) the complete lack of a data model at Tier Six which is described below. 

Tier Six: AERS Data Management 

The Data Management Tier is the foundation of the system - the ability to store and retrieve data. 
Building a software system without a well-designed data management structure is like building a 
house without a foundation. As has been painfully evident with AERS I, without a quality 
database design and database management system, the quality and usefulness of the information 
provided to the users via the Application Logic and User Interface is of questionable value. The 
Data Management Tier must take into account both the day-to-day operational data as well as the 
data warehouse where the data will be used for analysis and reporting. Some examples of 
documentation that should be included at this tier include: 

• Entity Relationship Model (ER Model). The ER Model starts out at a very high level 
during the High-Level Requirements phase, is refined to greater levels of detail during 
Detailed Requirements phase, and should be described in detail in the High-Level 
Requirements and Detailed Requirements Documents. Typically, this documentation 
would be comprised of: 

- The things that the organization must record information about (entities) - for 
example, the data contained in an adverse event report. 

- The connections or associations between one entity and another (relationships). 
For example, one or more adverse events about a specific drug. 

- The facts that describe an entity (attributes) - for example, drug ingredients, 
labeling information, etc. 

• ER Model Dictionary Report - Contains definitions of entities and attributes as well as 
other detailed information about them. 

• Entity usages - function/entity matrices and business unit/entity matrices. 

• Data volumes - projected quantities of entities (e.g. there will be 10,000 customers). 
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• Detailed Database Design - takes the detailed ER Model and defines how it will be 
implemented in the database management system of choice (defined in Tier Three, 
Architecture). This is accomplished during the Design/Build phase, taking into account 
both the operational (transaction processing) needs and the data warehousing (reporting 
and analysis) needs of the application and its users. 

• Data quality and data integrity logic. 

The assessment team found this tier to be seriously deficient due to the complete lack of all of the 
components mentioned above - no ER model or dictionary, entity usages, detailed database 
design, or data quality and data integrity logic. The only Tier Six requirements contained in the 
HLR or SRS were lists of statements regarding types of data that needed to be included in the 
database, e.g., dictionaries. 

In addition, it is important to note that the back-engineering of the AERS 1 system using Oracle 
Designer in 2003 would have provided a solid foundation upon which to build AERS II in terms 
of an Entity Relationship (ER) model and underlying data structure (OB 9-2006). The 1996 
AERS I document contained a Data Requirements section, complete with a dictionary report. 
Although this information is stored in the Oracle Designer container maintained by CDER’s OIT, 
it was ignored by OIT and its contractors in the AERS II requirements work conducted from July 
2004 on, resulting in a very serious lack of definition in Tier Six, Data Management. If, by 
leaving the Data Management tier out of the 2006 SRS Document, the intention was to rely on 
the ER Model and Data Management tier in AERS I, then serious deficiencies in AERS II 
functionality will be unavoidable, as indicated by the comments and data gathered in the 2005 
AERS Users Satisfaction Survey. This also indicates that a higher priority was placed on the ER 
Model and Data Management Tier ten years ago than today. 

The lack of an ER Model and well-defined underlying data structure presents a serious risk to the 
potential success of AERS II because without these elements, user needs will not be met again as 
was the case with the AERS I system. Without an ER Model and underlying data structure, it is 
not possible to evaluate the degree to which Tier Four (Presentation) and Tier Five (Application 
Logic) actually contain complete functionality. One of the techniques for cross-checking that 
these requirements are complete is to evaluate each data entity in the ER Model to see if its 
complete life cycle is represented in them. For example, is there a Use Case for the creation, 
maintenance, and deletion of each entity, and is there a user interface (e.g. screen) or imbedded 
application logic to perform this function? Since there is no ER Model and no definition of 
entities, there is also most likely a large hole in the application logic requirements of the 2006 
SRS document. Regardless of whether one is developing a custom software application where 
information deliverables are used to build a sound database structure or evaluating the extent to 
which a COTS or COTS integration package will meet user needs, a well-defined foundation of 
an ER Model underlying data structure and information deliverables is required. 

4.2 OIT's People Design 

There are a number of roles that must be filled in order to ensure that an organization like 
CDER’s OIT can deliver a system that meets the needs of AERS II users. A close assessment of 
the AERS II requirements process conducted by OIT reveals that OIT did not have the 
appropriate “people design” to carry out the AERS II requirements process and that AERS users 
and CDER managers were not involved in appropriate roles. In addition, proper guidance for 
requirements gathering was not provided to AERS users by OIT or its contractors. 

More specifically, the AERS II requirements process lacked an effective liaison between: a) 
AERS users, b) the working level technical people within OIT who functioned as AERS Project 
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Managers, and c) the IT designers in the AERS software maintenance contractor organization. 
This liaison function is normally described as a Business Analyst. Until recently, the AERS 
Program Manager tried to fulfill this role, but this position has since been abolished (OB 6-2006). 

The roles listed below detail the roles that would typically be involved in the early stages (high 
level requirements, detailed requirements) of an IT project like AERS II. Some commentary 
related to the approach taken by OIT for AERS II is provided with each bullet, with more detailed 
descriptions presented below. 

• Sponsoring User. The senior manager in the users’ organization who is responsible for 
ensuring the quality of user input to the project, for resolving scientific and technical 
issues, and for signing off at the end of each phase. For AERS II, this role is filled by 
senior ODER managers who understand the scientific and medical issues involved in 
carrying out ODER’S post-marketing Drug Safety function. It is important to note that 
this role should not be delegated to the OIT organization or to a staff-support 
organization like ODER’S Business Process Planning Office (BPP). 

• User Management: This role should be fulfilled by a formal steering committee to 
oversee the project to ensure that the new software system will meet users’ needs, is cost- 
justified, and well run from a project management perspective. For AERS II, this function 
was carried out by the OPaSS AERS Program Office, the Change Control Board (CCB), 
and the AERS Project Manager in the OIT organization. 

• Business Analyst: This is a key role, responsible for straddling the boundary between the 
OIT organization and the scientific and technical aspects of the processes used to conduct 
safety evaluations and epidemiological studies. The Business Analyst is the interface 
between the working level technical people/project managers in OIT, and the users and 
should be involved in all phases of development (2004 HLR and 2006 SRS). In this case, 
they must be able to speak the language of IT systems, and the language of Safety 
Evaluators, Epidemiology, and the Offices of Compliance and FOI. This function was, 
and remains, missing in ODER’S OIT and OIM which forced AERS users to focus on 
issues of IT functionality rather than the processes involved in conducting safety 
evaluations and epidemiological studies. 

• User: A person who will be the eventual user of a system. Users should provide input 
during all stages of a development project. They may be interviewed, participate in 
feedback sessions, work together with Business Analysts and designers, participate in the 
system acceptance tests, etc. In this case. Safety Evaluators, Epidemiologists and the 
Offices of Compliance and FOI are the primary users of AERS II. 

• Designers: Responsible for producing the program specifications and database design, or 
how the requirement is to be met, as well as identifying and resolving design issues at any 
stage in the project. This role was filled by OIT who outsourced this work to contractors, 
e.g. High Performance Technologies Inc. for the High Level Requirements Document, 
and BAH for the Detailed Requirements Document. Although they outsourced the work, 
OIT remains responsible for this role throughout the life of the project. As the data 
presented in this report show, OIT selected contractors that had a known and documented 
history of marginal performance and then failed to exercise adequate oversight over their 
performance. 

• Project Manager: The OIT person who was responsible for all application work, project 
planning and control, putting the plan into action, keeping all parties informed of plans, 
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progress, and issues, managing the project team, and ensuring the quality of the 
deliverables. There were six different project managers over the three year time period 
covered by this study. 

• Data Administrator : Responsible for monitoring business models, advising on data 

issues, defining standards for data security and naming conventions, and accepting the 
data models. This is typically a senior person with extensive knowledge of the business. 
It is not clear to what extent a Data Administrator role was filled for AERS II by OIT 
personnel. 

The absence of the role of the Business Analyst in the AERS II process left a gap between the 
technical working level and project staff in OIT, the Program Office staff in OPaSS, and the users 
in CDER, CBER and other FDA units. As a result, AERS users were forced to fill the vacuum of 
the Business Analyst role by attending myriad requirements gathering meetings where they were 
asked to list and re-list their requirements at an overly detailed level, rather than focusing on the 
process-oriented aspects of conducting safety evaluations and epidemiological studies. Many of 
these meetings would have been unnecessary had OIT provided staff members to function in the 
Business Analyst role. An even more serious problem is that it is unclear to AERS user who 
participated in these meeting and CDER managers and scientists whether the requirements need 
to replace the dysfunctional AERS I system are actually contained in the SRS delivered to FDA 
by BAH in June 2006. 

4.3 Analysis of the High-Level Requirements Document 

The High-Level Requirements (HLR) Document dated December 14, 2004, was reviewed and 
compared to standard Life Cycle Development Methodologies for completeness. The 2004 High 
Level Requirements document contains almost nothing regarding Data Management. There is no 
conceptual ER Model or documentation, only a few requirements in list format that refers to the 
dictionaries needed (OB 8-2006). This lack of an ER Model violates FDA 's own System 
Development Life Cycle, as can be seen in the Methodology Summary - Detailed Requirements 
table below. 


METHODOLOGY SUMMARY - STRATEGY (HIGH LEVEL) PHASE 


Doc Type 

Document Content 

£ 

-J — 

1 I 

— U) 

K £ 

« 

Barker 

Shar p 

Comments 

System-Wide 

Statement of Organization mission, strategy, goals, objectives, and 

vision 

P 

* 

rr 

Brief vision and objectives for system, not at 
organizational level. 


Organizational, technology, or other issues 


X 



System Boundary definition 

P 

X 


As defined by Functionality Domains 


Phased development plan 


X 




Optional feasibility reports and vendor proposals 


X 




Glossary of terms 

P 

X 


List of acronyms, but not a complete 
glossary of terms 



P 

X 

X 

Contains some diagrams showing 
architecture and interfaces; no alternatives 
presented. 

Functional 

Function Hierarchy (high level) 


X 


There are 2 workflow diagrams, covering 


As-ts Work Process - Swimlane diagrams 



X 



To-Be Work Processes - Swimlane diagrams 

P 


X 

depicted by Use Case Diagrams. 

Data 



X 

X 



This matrix shows expected components of a high level requirements document in green, as 
compared to the actual AERS II HLR contents in red. An “X” would indicate that the component 
is fairly completely represented, while a “P” indicates that it is only partially represented. 
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The FDA SDLC requires a Logical Data Model (ER Model), Logical Model Dictionary Report, 
and Data Volumes to be included with the Requirements Phase, comparable to the 2006 SRS 
document. None of these are included in this document. The three methodologies reviewed in 
this document, FDA’s SDLC, Richard Barker, and Alec Sharp, are consistent in their approach to 
Tier 6 Data Management - they all require an ER Model. It would be difficult, if not impossible 
to find a sound IT development methodology that does not require data modeling and a solid Tier 
6 foundation and specification. As mentioned in the above section on the Six Tier Approach, the 
HLR is the phase when “as-is” and “to-be” business processes should be analyzed. The standard 
technique is as shown in the diagram above and is incorporated in a repository tool like Oracle 
Designer. 

The High-Level Requirements phase should cover the first 3 steps of the Business Process 
Analysis model shown below - Frame the Process, Understand the “as-is” Process, and Design 
the “to-be” Process. The framing step clearly sets the expectations and boundaries from the start 
regarding the target processes to be improved by developing an overall process map. It also ties 
the business processes to the organization’s mission, strategy and goals. Understanding the “as- 
is” process provides a starting point for determining what needs to be “fixed” in AERS 1 and why 
it needs to be fixed. Then the designing of the to-be process takes a fresh look the businesses 
processes, identifying areas for improvement. The matrix summarizes the documentation that 
typically would be included in a High-Level Requirements Document and compares this to the 
December 15, 2004 AERS II HLR that was delivered to CDER’s OIT. 

Business Process Analysis 



Summarize in a 


As mentioned above, the assessment team found the 2004 HLR to be seriously lacking in terms of 
a) having a top-down business process analysis approach and b) the data requirements 
specification. By not including an ER Model or performing “as-is” and “to-be” business process 
analysis, the stage for AERS II is not set upon a firm foundation, and the value of the entire HLR 
document is questionable. 
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4.4 Analysis of the Detailed Requirements Document and User Needs 

The AERS II System Requirements Specification (SRS) dated April 6, 2006 and amended May 
17, 2006 was also reviewed and compared to standard Life Cycle Development Methodologies 
for completeness (see chart below). 64 With reference to the Six-Tier Approach, this detailed 
requirements phase is when all four bottom tiers should be addressed from a business (not 
technical) perspective: System-Wide Architecture, Presentation/User Interface, Application 
Logic, and Data Management. 


METHODOLOGY SUMMARY - ANALYSIS (DETAILED) PHASE 


D “ rn ’* 

Document Content 

AERS 1 SDD 
8/14/98 (1) 

Is 
= 8 
VI 

< “ 

Q 

w 

s 

& 

1 


System -Wide 

Current System Analysis Document 


* 

X 



2 - Appendices include 1996 reqts and subsequent 

RTMs 


Project Management Plan 

. ■ _ 

X 





Project Schedule 



X 





Purchase Request/Request for Proposal 



X 





Function/Entity Matrices 




X 




Fundion/Business Unit Matrices 




X 




Entity/Business Unit Matrices 




X 




Models for Dataflow. Fund. Dependency. & Stale Transition 




X 




Outline of Manual Procedures 




X 




User Acceptance Criteria 




X 




Constraints and Assumptions 

X 

X 


X 




Methodology 

X 





1 - Descnbes methodology used, which is similar to 

Functional 




D 

El 

MB 



p-,j, 'fl, 1 1 If-T.l " .T" AS - 



K1 


GBO 



Software Quality Assurance Plan 



|| 





System Requirements Specification 


mm 

O 





Functional Hierarchy with Function Detail 

mm 



x 








X 




To-Be Process Workflows (Swimlane Diagrams) 

p 



■ 

□ 

1 - Contains some process flows (not in the formal of 
swimlane diagrams, don't show user hand-offs) 


Use Case Scenarios (dev. from Detailed Swimlane 
Diagrams) 


p 



B 


Data 

Logical Data Model (Entity Relationship Diagram) 

X 


X 

X 

x 



Logical Model Didionary Report 

X 


X 





Database Preliminary Design Document 



O 





Data Volumes 

X 


nz 

x 


2 - Extremely high level volumes, not entity level 

Architecture 

Database Naming Standards 



H 


mm 



Software Coding Standards 



X 





Technical Archrtedure 

X 





1 - High-level diagram of systems architedure 


Software Configuration Management Plan 



X 





System Quality Assurance Plan 



X 





System Security Plan 

X 

p 

X 



2 - List of security requriements, not a plan 


User Performance Expectations 


X 


X 




Working Style Definition 




X 




The AERS II SRS, the matrix shown above evaluates the 1998 AERS System and Design 
document, against standard components of a detailed requirements document, including the 
standard process and criteria for developing software found in FDA’s System Development Life 
Cycle document (SDLC). This matrix shows expected components of a detailed level 
requirements document in green, as compared to the actual AERS II HLR contents in red. An 


64 Although the AERS II document is entitled “System Requirements Specification”, matching the name of 
one line item from the FDA SDLC, the purpose as defined in section 1 . 1 found on p. 6 is “The purpose of 
this document is to capture detailed requirements regarding the Adverse Event Reporting System (AERS) 

II and to communicate these requirements to the CDER business community who will review and validate 
the requirements prior to the system design and development phase of this project.” This purpose implies 
that the document addresses the broader scope of the SDLC Requirements Analysis Phase. In fact, a 
System Requirements Specification as defined by the SDLC would not be sufficient to enter the system 
design and development phase for the project. 
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“X” would indicate that the component is fairly completely represented, while a “P” indicates that 
it is only partially represented. The comments are labeled to indicate which document they refer 
to - AERS I SDD (1) or AERS II SRS (2). 

The 2006 System Requirements Specification document also contains almost nothing regarding 
Tier Six (Data Management). There is no detailed ER Model or documentation other than a list 
of the dictionaries needed (OB 8-2006). This lack of an ER Model violates FDA ’s own System 
Development Life Cycle, as can be seen in the Methodology Summary - Detailed Requirements 
table below. The FDA SDLC requires a Logical Data Model (ER Model), Logical Model 
Dictionary Report, and Data Volumes to be included with the Requirements Phase, comparable to 
the 2006 SRS document. None of these are included in this document. The three methods used as 
the basis of this assessment report (FDA’s SDLC, Richard Barker, and Alec Sharp) are consistent 
in their approach to Tier Six Data Management - they all require an ER Model, ft would be 
difficult, if not impossible to find a sound IT development methodology that does not require data 
modeling and a solid Tier Six foundation and specification. Building a software application or 
COTS integration package without a well-defined data model at Tier Six is like building a house 
without a foundation. 

As mentioned previously, the assessment team found the 2006 SRS to be seriously lacking in 
both: a) a follow through of the top-down process that should have been started in the HLR (but 
wasn’t) - there was no apparent connection between the HLR and the SRS and b) the complete 
lack of data requirements specification. The SRS even created a new nomenclature for the 
grouping of requirements that didn’t match any previous document, which makes it difficult to 
assess the completeness of the requirements that are there. As can be seen from the Methodology 
Summary chart, there are so many components missing from this document that it is not possible 
to proceed to a Build phase. 

In addition to the fact that the 2006 AERS II SRS does not follow standard IT methodology, it 
does not adequately address the long-standing needs of AERS users. In June of 2005, the 
Breckenridge Institute performed a User Satisfaction Survey of the AERS I system across all 
.users of the system (see Appendix E). This report was presented to CDER managers upon 
completion in June 2005 and again to CDER managers and to the Quality Management Office in 
CDER’s Business Process Planning (BPP) Office on May 13, 2006. 65 In addition to numeric 
rating questions, the survey contained written questions where users could provide specific 
comments regarding their level of satisfaction-dissatisfaction with AERS I. The comments 
received for two of the written questions regarding AERS Inefficiencies and AERS Weaknesses 
provided valuable input from the users with respect to missing, incomplete, and non-functioning 
areas of AERS 1 that were negatively impacting them on a day-to-day basis. The data from the 
survey indicated that AERS users were faced with day-to-day work-arounds, re-work, down-time, 
and inadequate functionality issues that cost FDA more than $700,000 per year in squandered 
time and energy (see Appendix E for details). 

Despite the number of meetings attended by AERS users during the AERS 11 requirements 
process, a comparison between the written comments in the survey and the contents of the SRS 
document shows that the long-time concerns of users about missing or inadequate functionality 
were not adequately addressed in the SRS document. The assessment team uploaded the 
comments from the 2005 AERS Users Survey and the requirements from the 2006 SRS document 
into the analysis database described in Appendix A, analyzed both sets of data, and then binned 
both sets of data into the Six Tiers. The results of this analysis process are shown in the chart 


65 See e-mail from Charlie Stone to Ralph Lillie, Paul Seligman, Anne Trontell, Kathleen Frost* Barbara 
McCary Lana Pauls, William Wyeth, and Rubynell Jordan. 
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below. The issues identified by the AERS 2005 Survey in the first column should have been 
given high priority by CDER’s OIT and its contractors in the AERS II requirements process 
because they represented the “voice of the user” but they were not. In fact, the 2005 Users Survey 
is not even referenced in the 2006 AERS II SRS Document. 


Tier 

AERS 2005 

Survey 

AERS II SRS 

# 1 

% 

# 

mm 

Tier 1: CDER's Mission, Strategy, and Goals 





Tier 2: Post- Marketing Surveillance Business Processes 

■■ 




Tier 3: AERS System-Wide Architecture 

mm 

gTEl 

80 

^”8% 

Tier 4: AERS Presentation/User Interface 

o 
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53% 

Tier 5: AERS Application Logic 

mm 


m>ikm 


Tier 6: AERS Data Management 

mm 

KT'Bl 

1E1 

BUM 


Tier Three represented 21% of the issues identified by users and only 8% of the requirements in 
the SRS covered this area. User concerns included items such as inadequate training for new and 
more experienced AERS users, help systems, and user documentation that is either non-existent 
or seriously out of date. For example, the only AERS User Manual that currently exists is from 
1999 and contains none of the updates up through 2006. At the time the Users Survey was 
conducted, some OSE divisions like DMETS did not even have a single copy of the 1999 AERS 
User Manual to give new Safety Evaluators and training for new employees was conducted using 
the “oral tradition.” The 2006 AERS II SRS only contains eight requirements on training, help 
systems, and documentation that are listed under the Supplemental Requirements section entitled 
“On-Line User Documentation and Help System Requirements.” There is no further elaboration 
on these eight requirements. User problems with inadequate training, help systems, and 
documentation will become more and more problematic over time, especially if the turnover 
increases among AERS users. 

The chart above also shows that 30% of the users’ concerns with AERS 1 fell into the Data 
Management tier - an area that was largely ignored in the AERS II SRS. This included: a) Drug 
Dictionary (mostly data quality and lack of functionality with respect to the Drug Dictionary 
issues), and b) Data Quality and Data Integrity issues (lack of clean, consistent, timely, quality 
data). It is not possible to address these areas of concern without spending the time and effort to 
develop a quality data model and the associated application logic, neither of which were done as 
part of the AERS II requirements process. Even the 12% shown in the chart at Tier Six were 
simply lists of statements regarding types of data that needed to be included in the database, e.g., 
dictionaries. As mentioned previously, the documentation that should have been included was: 

• Entity Relationship Model (ER Model). The ER Model starts out at a very high level 
during the High-Level Requirements phase, is refined to greater levels of detail during 
Detailed Requirements phase, and should be described in detail in the High-Level 
Requirements and Detailed Requirements Documents. Typically, this documentation 
would be comprised of: 

- The things that the organization must record information about (entities) - for 
example, the data contained in an adverse event report. 

- The connections or associations between one entity and another (relationships). 
For example, one or more adverse events about a specific drug. 

- The facts that describe an entity (attributes) - for example, drug ingredients, 
labeling information, etc. 
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• ER Model Dictionary Report - Contains definitions of entities and attributes as well as 
other detailed information about them. 

• Entity usages - function/entity matrices and business unit/entity matrices. 

• Data volumes - projected quantities of entities (e.g. there will be 10,000 customers). 

• Data quality and data integrity logic. 

The assessment team found Tier Six (Data Management) to be seriously deficient due to the 
complete lack of all of the components mentioned above - no ER model or dictionary, entity 
usages, detailed database design, or data quality and data integrity logic. 

4.5 A Quantitative Analysis of the AERS Requirements Process 

The assessment team found that the requirements activity from 2005 on was unnecessary, did not 
add any value to what had already been done, cost $1,500,000, and did not follow proper IT 
methodology as defined by FDA and industry standards such as Oracle - the FDA standard for IT 
systems (OB 2-2006). More specifically, no new information on user requirements emerged from 
the HL Requirements Document that would have supported taking a different direction, yet this 
was used as the basis for a second “technical” alternatives analysis and a Detailed Requirement’s 
Document that took the AERS II project in an entirely different direction then the one established 
prior to July 2004. In addition, the AERS II requirements process violated procedures specific in 
the FDA’s Life Cycle Systems Document (LCSD) and standard industry methodologies like those 
developed by Oracle - the FDA standard for IT systems. In fact, the High-Level Requirements 
Document contains less information for purchasing a COTS than the information that was 
available in July 2004. 

An analysis of the 2003 Requirements Traceability Matrix (RTM) that used the 1996 and 1998 
Requirements Documents as a baseline revealed that almost 48% of the functionality of the AERS I 
system was removed from the original AERS system requirements, e.g. 381 out of 795 
requirements (OB 12-2006). 66 Even after discussions with CDER’s OIT, it was unclear why these 
pieces of functionality were removed, when they had been removed, or who authorized their 
removal, yet many of the problems faced by users today in FY07 are directly caused by these 
missing pieces of functionality. 67 Further analysis has shown that at least 150 (40%) of the 
requirements that were removed from AERS I were added back in to the Detailed Requirements 
Document delivered by BAH in June of 2006, indicating that FDA will have to pay for this 
functionality a second time 

The users did not get almost 50% of the functionality in AERS 1 that they were expecting from 
the 1996 Requirements Document, functionality that they paid for and needed. This is evidenced 
by the following: 

* When the RTM was produced in 2003, 6 years after the initial delivery of AERS I, 48% 
(381 out of 795) of the requirements that were contained in the AERS I Requirements 
Document, and thus expected to be in the AERS I system, had a status of “Removed”. 


66 See the Booz Allen Hamilton, FDA Center for Drug Evaluation and Research, AERS Requirements 
Traceability Matrix, Task No. T06 - Contract No. 223-97-5513, September 8, 2003. 

67 See Booz Allen Hamilton, AERS II System Requirements Specification, Version 1.1, April 6, 2006, and 
Booz Allen Hamilton, AERS II Safety Evaluator , FOI, & Compliance Requirements (with Changes 
Tracked Based on Input from Safety Evaluators Received on May 17, 2006), June 2006. 
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These 381 requirements span Tier 3 through Tier 6, with a large portion of them falling in 
Tier 4, Presentation/User Interface. The following chart demonstrates the distribution of 
AERS I “Removed” requirements by Tier: 


Tier 

Qty 

3 

17 

4 

293 

5 

61 

6 

10 


This distribution is consistent with the 2005 AERS User Satisfaction Survey, as 
mentioned previously in this report. The users simply did not get what they wanted, or 
needed in AERS I. 

• At least 148 or 15% of the requirements contained in the 2006 AERS II SRS are these 
same “Removed” requirements from the 1996 document. The users still need the 
functionality that they were supposed to get (but didn't) in AERS I. 

There were inconsequential changes to the requirement wording, for example the wording of 
hundreds of requirements were changed from the “The system will” to “The system shall” with 
little or no other changes to the requirement. 

• Time and effort was spent to adjust/readjust the wording of these requirements - in 1996 
many of them were stated “The system must...”, and by 2006 they were stated “The 
system shall”. Even the requirements with more than one simple word change described 
the exact same functionality, implying that this functionality was analyzed, reanalyzed, 
and reworded, but the needs of the users did not change. 

• Not only is FDA paying for the same functionality to be implemented in AERS II that 
they paid for but didn’t get in AERS I, but the Agency has paid for this functionality to 
be analyzed and reanalyzed multiple times with no value-added. 

The Breckenridge Institute has performed an analysis of several AERS requirements documents 
in order to identify the value that has been added by these documents. The documents that have 
been evaluated include: 

1. AERS Requirements Document (AERS I RD) dated September 23, 1996 

2. AERS Requirements Traceability Matrix (RTM) dated September 8, 2003 

3. Basic Requirements for Conducting the AERS II Alternatives Analysis dated March 12, 
2004 

4. AERS II High Level Requirements (HLR) dated December 15, 2004 

5. AERS II System Requirements Specification dated April 6, 2006 and amended May 17, 
2006 

The lists of requirements that were contained in tables in these documents were loaded into the 
assessment team’s Microsoft Access database so that they could be compared and cross- 
referenced. This database provided powerful analysis abilities, and is described further in 
Appendix A. A summary of the mapping results is contained in the table below. 
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Document 

Total 
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RTM 
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2004 AERS II Alternative Analysis 

993 

899 

91% 

1 


2 

1 

2004 AERS II High Level Reqts & App 

396 







2006 AERS II Detailed Requirements 

1015 

468 

46% 


El 

EJ 

88 


AERS2003 RTM 

The AERS 2003 RTM was used as a “baseline” against which to compare the other requirements 
documents, since this document contained a “superset” of the original 1996 document. In 
addition to the requirements from 1996, the RTM also contained bug fixes and new requirements. 
Of the 1550 requirements listed in the 2003 RTM, 444 had a status of “Removed” (431) or “Not 
Implemented” (13). It is not known how or why these requirements attained this status. 

AERS I Requirements Document 

In order to establish a baseline of AERS I requirements, the AERS I Requirements Document and 
the AERS RTM were compared to each other, and the requirements from AERS I were mapped 
to the requirements in the RTM. As can be seen in the table above, 89% of the requirements from 
the AERS I document were found in the RTM. Of the 91 that could not be mapped, 80 were 
specific reports from the section labeled “Current and Desired Reports”. The remaining 1 1 
requirements were from various other sections of the document. 

In conclusion, it appears that almost half of the RTM was taken directly from the AERS I RD, 
with slight wording changes to the requirements that didn’t change the meaning. Other than not 
listing specific reporting requirements, the AERS I requirements that were missing from the RTM 
were a very small percentage and probably left out by error. They were mostly from the 
Presentation/User Interface Tier. 

It also should be noted that, of the 795 requirements in the 1996 document, 381 or 48% of these 
requirements had a status of “Removed” in the 2003 RTM. 

2004 Alternatives Analysis Document 

This document was created by the OPaSS AERS Program Office for OIT’s Kathleen Keats in 
preparation for the Alternatives Analysis that was completed in 2004. Since it was derived to a 
great extent from user requirements in the 1996 AERS I design document, as well as the new 
requirements in the RTM, the requirements in this document also mapped well to the RTM. Of 
the 94 requirements that didn’t map to the RTM, 80 of them were the same specific reports in the 
AERS I document that weren’t listed in the RTM. 

2004 High Level Requirements Document 

The 2004 High Level Requirements document was completed at the end of 2004, after the 
Alternatives Analysis. Although the assessment team initially attempted to map these 
requirements to the 2003 RTM, a single requirement in the HLR was frequently a summarized 
statement of 20 or more requirements from the RTM, and thus this mapping was not of value to 
the process. 
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2006 Systems Requirements Specification 

When compared to the RTM, almost 50% of the requirements contained in this document 
mapped, many of them with almost the exact same wording. Of the requirements that did map, 
148 (15% of the requirements in this document) mapped to requirements that had a status of 
“Removed” in the RTM. These were all requirements from the 1996 AERS 1 Requirements 
Document. 

In summary, the 2004 High Level Requirements document provided little or no value to the 
AERS II systems design life cycle. More specifically, 

• From the perspective of prior documents, the 2004 HLR appears to have rolled detailed 
requirements from the 2003 RTM and/or the 2004 Alternatives Analysis document into 
summary level requirements. These requirements are grouped into the same “critical 
business processes” as previous documents, including the 1996 AERS I Requirements 
Document. 

• Much of the additional functionality that was incorporated in this document, such as a 
new web-based technology and more sophisticated data searching and analysis 
capabilities, was standard capability in COTS packages at that time. 

• From the perspective of the next step in the requirements process, the 2006 SRS, it is 
unclear how the information gained from performing the 2004 HLR analysis benefited or 
was used by the 2006 SRS analysis process. This is evidenced by the following: 

o Once again, numbering schemes were changed from the 2004 HLR to the 2006 
SRS. 

o The seven domains of functionality described on Page 1 1 of the 2004 HLR 

(Manage Adverse Event Details, Manage Requests for Information and Services, 
Manage Dictionaries and Other Reference Information, Manage Drug Safety: 
Manage Risk Assessment, Perform Application Administration, Administer Web 
Site, and Utilize Public Web Site), which served as the primary groupings by 
business process in this and previous documents, were not used in the 2006 SRS 
document. Since the systems analysis process is supposed to be a “top-down” 
process where high level requirements (HLR) are broken down into more 
detailed requirements (SRS), a completely new taxonomy in the 2006 SRS 
document makes it difficult to understand the connection between the HLR and 
SRS. 

o There appears to be no relationship between the Use Cases and other Figures 
contained in the 2004 HLR and those contained in the 2006 SRS. As mentioned 
previously. Process Flow analysis (swimlane diagrams) should have been used to 
break processes down into increasing levels of detail, with Use Cases only at the 
most detailed level. This is a continuous process, whereby the high-level work 
done at the Strategy (HLR) phase feeds into the Analysis (SRS) phase. Instead, 
with the 2004 HLR and the 2006 SRS there appears to be a complete disconnect , 
to the extent that it appears that the SRS “started from scratch” and didn’t follow 
the path started by the HLR. 

o The only connections documented between the 2004 HLR and the 2006 SRS are 
that the HLR is mentioned as a reference document in the SRS, and some of the 
requirements listed in the SRS are cross-referenced back to a requirement in the 
HLR. 
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In addition, the 2006 Systems Requirements Specification document was an unnecessary and 
inappropriate step to take when proceeding down the path of a COTS integration project, 

• When describing what is necessary for a COTS integration process, Richard Barker states 
the following: “In some cases it is very sensible to implement one, or perhaps several 
parts of a system using proprietary software packages. Typically these would cover 
general topics such as financials, human or physical resource management; or in vertical 
industries specialized packages such as manufacturing. How are these integrated and 
where do they fit within the life-cycle? The optimum solution for an organization will be 
found by conducting a strategy study in the normal manner to ensure the enterprise 
requirement and business direction are fully understood. With this framework in place, 
alternative implementation vehicles may then be accurately assessed for their specific 
applicability and their ability to fit in with the wider picture. In particular, the entity 
relationship model and its back-up attribute definitions can be used to check whether a 
package addresses the appropriate data. ..” 68 Barker’s reference to a “strategy study” 
equates to the high level requirements phase, as previously discussed in the methodology 
section of this report. The detailed requirements listed in the SRS do not advance AERS 
II into a better position to select COTS package(s), and in fact, without a data model 
being completed for the 2004 HLR, the FDA is still unable to evaluate COTS packages 
for suitability. 

• At least half of the requirements listed in the 2006 SRS existed in previous documents 
dating back to 1996. Of those requirements that did not map directly to the 2003 RTM, 
most belonged to functional areas that are either new (e.g. Public Web Site, Manufacturer 
Online, Data Mining with WebVDME) or areas that are described in significantly more 
detail (e.g. FOI, Medical Terms Dictionary, Product Dictionary, MedWatch Batch, 
Online, and Paper Receipt of ISRs, Inbox capabilities, Searching capabilities). Defining 
the business requirements properly during the Strategy /High Level Requirements phase 
would have addressed new requirements to an appropriate level. 


68 Richard Barker, CASE*Method Tasks and Deliverables , (Oracle - Addison-Wesley, 1991 ), p. 10-18 


53 



551 


5.0 Impact of Not Having 
AERS II Operational in 2005 


This section of the report evaluates the overall impact of not replacing the dysfunctional AERS I 
system with AERS II in 2005, and instead changing the project scope to building an FDA-wide 
adverse event reporting system which pushes a replacement for AERS I off until at least 2010. 

The key issue discussed below is the financial impact of not having replaced AERS 1 with AERS 
II in 2005. An equally important issue is the impact that it will have on CDER’s ability to 
effectively conduct post-marking surveillance and Drug Safety through safety evaluations, 
epidemiological studies, and the functions carried out by the Offices of Compliance and FOI. 

These are discussed in the 2005 Users Satisfaction Survey in Appendix E. 

5.1 Financial Impact of Not Having AERS II Operational in 2005 

The assessment team found that the unilateral decision by CDER’s OIT Director to begin the AERS 
II requirements process all over again post-July 2004 had an enormous negative impact on AERS 
users by delaying the replacement of the dysfunctional AERS I system by at least five years (OB 
10-2006). This decision was made despite the objections of: a) technical staff in CDER’s OIT, b) 
CDER’s OIT AERS II Project Manager, c) AERS users in multiple FDA Centers, d) the OPaSS 
AERS Program Manager, and e) numerous CDER managers and scientists. 

But this decision also had an enormous financial impact that will ultimately cost FDA more than 
$25,000,000 at a time when funding for computing is increasingly scarce. In other words, had FDA 
moved forward on the CDER OIT-OPaSS approved plan in July-2004 to replace AERS I rather 
than unilaterally changing direction, FDA would have: a) had a functioning AERS II system in 
2005, and b) avoided spending more than $25,000,000 in contracts and services - many of which 
were not value-added to FDA or its mission. The breakdown of these costs is shown in the chart 
below. 


Item 

FY 05 

FY 06 FY 07 

FY 08 

FY 09 

FY 10 

■Knm 

AERS Maintenance Contract 

$1,007,200 

$896,800 

$1,016,000 

$1,056,800 

$1,098,400 


mimmi 

AERS Users Work-arounds 

$700,000 


$700,000 

$700, 000 1 

$700,000 



TOTAL for AERS 

$1,707,200 

$1,596,800 

$1,716,000 

$1,766,800 

$1,798,400 

$0 

$8,575,200 









Data Entry, MedDRA Coding Contract 

$1,597,000 

$5,581,000 

$4,522,956 

$2,870,553 

$1,183,382 


$15,754,891 

TOTAL Not Saved for DE, MedDRA 

$1,197,750 

$4,186,750 

$3,844,513 

$2,439,970 

$1,005,875 

$0 










Oracle AERS Reverse Engineering 

$300,000 

$0 

$0 
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$0 








■mebh 


mmtmm 

Escalation Cost of AERS II Product 

$4,500,000 

$225,000 

$461,250 

$945,563 

$1,938,403 

$0 

$3,570,216 









TOTAL for NOT Doing AERS II in 2005 

$2,904,950 

$6,007,550 

$6,021,763 

$5,142,333 

$4,742,678 

$0 

$25,119,273 









Post-July 2004 OMB Exibit 300 Costs 








Alternatives Analysis 

$0 






$0 

High Level Requirements Analysis 

$210,100 






$210,100 

High Level Alternatives Analysis 

$169,900 







Detailed Requirements Analysis 

$398,769 







Acquisition (RFP & Phase One) 

$578,000 


$578,000 




$1,156,000 

Project Support for OIT 


$140,000 





■1 

Acquisition (RFP & Phase One) 








TOTAL for AERS II 

$1,356,769 

$140,000 

$578,000 

$0 

$0 

K3 

■E32XE3 








TOTAL for NOT Doing AERS II in 2005 p 

us AERS II non-value added 

costs (HL Reqts, HL AA, and FEDSIM fee) 
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AERS Maintenance Contract : The figures in this line from FY05 to FY09 reflect what FDA 
agreed to pay SAIC/PSI under the AERS maintenance contract minus an estimated amount for 
somewhat similar maintenance that FDA would have been paying for AERS II maintenance had 
we implemented AERS II in FY 2005. In other words, because FDA did not implement AERS II 
in FY 2005, the Agency is spending about 80% of its AERS funds to maintain the system that 
FDA plans to replace. 

AERS Users Workarounds : These figures are the estimated costs identified in the 2005 Users 
Satisfaction Survey (see Appendix E). A key factor is that this estimate does not include 
inflation-escalation costs. For example, using the most recent OIT example from their AERS II 
budget spreadsheet, the cost in FY 2005 would be $700,000; followed by 5% in FY 2006 for 
$735,000; followed by 10% in FY 2007 for $808,500; followed by 10% in FY 2008 for 
$889,350; and followed by 10% in FY 2009 for $978,285. The total difference between the 
numbers in the spreadsheet versus the above inflation-adjusted numbers is $3.5 million to $4. 1 
million, e.g. $600,000. 

AERS Data Entry, MedDRA Coding Contract : These are the exact costs shown in the present 
contract with PSI International. See the next item for the impact of not having AERS II. 

TOTAL Not Saved for AERS DE, MedDRA: The number shown represent the costs for not 
implementing AERS II in 2005 and thus, staying with CDER’s present AE reporting 
environment. If FDA had AERS II operational in 2005, the PSI costs would be less. An estimate 
is that FDA would have saved at least 35% in efficiencies via eSub interface, coding MedDRA at 
LLT, and using a Thesaurus Mgmt Sys similar to CFSAN. Also FDA would have also had better 
dictionary management for data entry QA/QC and safety evaluator searching/reporting. In FY 
2005 and FY 2006 FDA, would have been taking 75% of the present contract value. In FY 2007 
through FY 2009, FDA would have been taking 80% of the present contract value as costs that 
could have been saved if the Agency had had AERS II operational in 2005. 

TOTAL for Oracle AERS Reverse Engineering: The ODER OIT had a contract with Oracle to 
conduct AERS reverse engineering efforts to document the AERS system and make 
recommendations. This is the cost that OIT paid to Oracle Corporation for the reverse 
engineering effort that apparently OIT never used. Not only is the failure to use this data 
repository an obvious waste of money that could have gone to help in the AERS II process, it is 
also a root cause of why the requirements process had little or no value-added. 

TOTAL Escalation Cost of AERS II Product: The cost for the AERS product assumes a COTS or 
COTS integration package requiring additional enhancements unique to FDA. The initial cost in 
2004 was a discount price of $4.5 million, which would have been less that the lowest value 
shown by OIT in the RFI analysis. The FY06-FY09 values show only a minimal 5% escalation 
on the original FY 2005 amount. If the recent OIT inflation percentages of 5% initial plus 10% 
for FY 2007 through FY 2009 are used, the total cost would be $5,463,225. This is $1,893,009 
more than the value in the above spreadsheet. 

TOTAL for NOT Doing AERS II in 2005: In FY 2005 this line is simply the total of AERS 
Maintenance Contract + AERS Users Work-arounds + TOTAL Not Saved for AERS DE, 
MedDRA. In FY 2006 through FY 2009 the totals are from FY 2005 (AERS Maintenance 
Contract + AERS Users Work-arounds + TOTAL Not Saved for AERS DE, MedDRA) + 

TOTAL Escalation Cost of AERS II Product. The spreadsheet shows a trend in which the total 
costs for not doing AERS II peaks in FY 2007, then tapers off. This is because of the reduced PSI 
International figures, which are the cost of not having AERS II operational in FY 2005. 

AERS II Alternatives Analysis: The cost of the initial 2004 AERS II Alternatives Analysis is $0 
because OIT’s Kathleen Keats conducted the analysis. 
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AERS II High Level Requirements Analysis and AERS II High Level Alternatives Analysis: The 
High Level Requirements and Technical Alternatives Analysis were performed by OIT’s 
contractor, ISSA/HPTI. 

AERS II Detailed Requirements Analysis'. The funds for AERS II Detailed Requirements Analysis 
were given to FEDSIM to award the RFP/RFQ. OIT originally planned to use SETA, but the 
FEDSIM contracting process selected Booz*Allen & Hamilton. 

AERS II Acquisition (RFP & Phase One): The funds for AERS II Acquisition (RFP & Phase One) 
were given to FEDSIM to award the RFP for AERS II design and initial build. Also, because of 
project delays, OIT needed to "obligate the funds or lose them. ODER OIT reported that FY06 
funding delays caused FEDSIM to consider the $578,000 as a fee; thus, FDA will need another 
$578,000 for development. 

AERS II Project Support for OIT: In addition to hiring George Jett full time, plus FEDSIM, plus 
BAH OIT hired a contractor to support Jett in FY 2006, even though CDER management had 
decided not to fund AERS II in FY 2006 and there was no money to conduct work in FY 2006. 
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6.0 The Path Forward 

Based on the data and analysis presented in this report, the Breckenridge Institute proposes three 
recommendations that will begin the process of correcting the issues described in this report. 

Recommendation I: In an atmosphere in which IT management and contracting practices are 
coming under increased scrutiny, and in the wake of the recent report from the Institute of Medicine 
(IOM) that identifies organizational culture as a root cause of issues in FDA, the senior managers in 
CDER should conduct a thorough investigation into the leadership, management, and contracting 
practices of OIT. 69 In addition to characterizing the tacit, underlying patterns of organizational 
beliefs and behavior in CDER’s organizational culture, they should investigate: a) how effectively 
CDER’s portfolio of IT projects is being led and managed; b) the selection criteria by which 
contractors like the one mentioned above are screened and selected; c) and the way in which 
financial resources are being combined into larger and larger categories in CDER’s OMB Exhibit 
300. This increases the extent to which OIT can reprogram the IT funds of CDER’s science- 
technical units like OSE, award those funds to contractors they select without the approval of 
science-technical managers, and decreases the level of traceability and overall accountability for 
doing so. 70 

Recommendation 2: The senior managers in CDER should take immediate action to correct the 
problems in CDER’s OIT as described in this report. In addition, under the auspices of the IT 
consolidation, organizations such as OSE that contain AERS users should have the opportunity to 
select a team of IT professionals from the consolidated FDA IT organization that have a proven 
track record of technical performance and providing outstanding service to end users like the Safety 
Evaluators who use AERS. 

Recommendation 3: FDA should execute an updated version of the software acquisition plan that 
was developed by the CDER OIT AERS II Project Manager and AERS Program Manager in 2004 
and begin the process of acquiring a replacement for AERS I immediately. The AERS II system has 
been absorbed into an FDA-wide IT system that includes multiple FDA Centers. This is a much 
more complex and daunting task than simply replacing the AERS system, and consequently making 
such a system functional is probably four-to-five years away - minimum. This forces Safety 
Evaluators in CDER and CBER and other FDA units such as the Offices of Compliance and FOI, to 
work with the dysfunction AERS I system for yet another extended period of time, thus further 
undermining their ability to effectively carty out FDA’s mission of post-marking surveillance and 
drug safety. Based on the information contained in this report, a replacement for AERS could be 
operational in less than two years at a cost of about $5 million dollars. More importantly, this fully 
functioning AERS II system could then be used as a solid foundation for an FDA-wide system. It is 
important to note, that in the wake of the IOM report, there seems to be a renewed interest on the 
part of OSE in replacing the dysfunctional AERS I system as a necessaiy first step in developing an 
Agency wide system, despite the fact that funding for AERS II has been zeroed out in FY 2007. 


69 See the Institute of Medicine’s report entitled. The Future of Drug Safety: Promoting and Protecting the 
Health of the Public, published on Sept 26, 2006. 

70 For example, see the audit and investigation into the $170 million IT system developed for the FBI that 
was unusable. See, “The FBI’s Upgrade That Wasn’t,” by Dan Eggen and Griff Witte in. The Washington 
Post, August 1 8, 2006 (http://www.washingtonpost.comAvp- 

dvn/content/article/2006/08/1 7/AR200608 1 70 1 485.html) . 
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APPENDIX A 

Requirements Analysis Database and Method 

This section describes the process that the Breckenridge Institute used to analyze AERS 
requirements documents. The following documents were analyzed: 

• AERS I Requirements Document, dated September 23, 1996 

• AERS RTM dated September 2003 

• AERS II Systems Requirements Specification, dated April 6, 2006 and revised May 17, 
2006 

In order to perform the analysis, the Breckenridge Institute assessment team built a Microsoft 
Access 2003 database into which the requirements from the documents were uploaded. This 
provided the capability to perform text searches and other analysis of the requirements. It is 
important to note that this entire process would not have been necessary had CDER’s OIT and its 
contractors utilized the back-engineered AERS I system in Oracle Designer, or some similar data 
repository system. The assessment team’s database and methodology are further described below. 

Database Design and Structure 

The database structure that was used for the requirements analysis process consisted of 3 main 
tables, with 2 supporting tables for lookup purposes. The following ER Model below shows the 
tables and their relationships to each other. 

Following are the descriptions of the 3 main tables: 

• tblSources - contains basic information about the source documents 

• tblRequirements - contains the text and additional information about each requirement; it 
connects the requirement back to the source document that it originated from through the 
SourcelD field. This table also contains many other fields which are used to categorize 
the requirements. For example, the field Requirement6Tier describes which of the 6 
Tiers that particular requirement fits into. 

• tblRequirementMappings - this is the table that shows mappings between requirements 
from one document to another. For example, most of the requirements in the AERS I 
Requirement could be found in the AERS RTM with almost the exact same text. This 
table is where the AERS I requirement would be tied to the AERS RTM requirement. 
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Data Loading Methodology 

The requirements that were loaded into the database from the AERS requirements documents all 
originally existed in Microsoft Word tables in these documents. The contents of the tables were 
first copied into a Microsoft Excel file for ease of uploading into Access. They were then 
imported into a temporary Access table from Excel, where any uploading errors (blank rows, etc.) 
were corrected. Subsequently they were appended to the tblRequirements table. No changes 
were made to the text of the requirements or other data that was included with the requirements. 

Data Analysis Methodology 

The analysis of the AERS requirements from the various documents consisted of three steps 
which are described in more detail below. 

1 . Comparing requirements from one document to another and mapping the same/similar 
requirements to each other. 

2. Binning the requirements into the 6 Tiers described earlier in this document. 

3. Analyzing the results of the mapping and binning processes in order to make 
observations. 

During the mapping step the assessment team used text search techniques to compare 
requirements from one document to another. We started with the 1996 AERS I Requirements 
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document, and mapped it to the AERS RTM from September, 2003. The RTM was chosen as a 
baseline to map to because it represented a snapshot of the users’ requirements in 2003. For each 
requirement in the AERS I document, text searches were done on all the requirements in the RTM 
to find a match using Access queries. A “complete” match was defined as two requirements that 
were functionally the same, with either the same wording or slightly different wording. A 
“partial” match was defined as two requirements that appeared to cover some or most of the 
functionality of each other. For “ho match” requirements we could not find a requirement that 
appeared to cover the functionality. This process was repeated, mapping the 2006 AERS II 
requirements to the RTM. 

In order to bin the requirements into the Six Tiers described in Section 4.1, the assessment team 
took a first cut at assigning tiers to requirements by looking at the headings and subheadings that 
the requirements were categorized by in their source document. We then ran a report in Access 
by assigned tier, and looked for “outliers” - individual requirements that didn’t really fit in the 
first assigned tier. We subsequently re-assigned them to their better-fit tier. 

Having this wealth of information in an Access database provided countless ways for the 
assessment team to “slice and dice” the requirements and their mappings. We created reports to 
view AERS I and AERS 11 requirements alongside the RTM requirements that they were mapped 
to, as well reports to analyze the requirements that we couldn’t map. This enabled us to make 
observations on the progressive requirements documents from 1996 through 2006, and most of 
the observations regarding the contents these documents found in this report resulted from having 
this Access database capability. 
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APPENDIX B 

Mapping the 1996 BAH Document 
To the 2003 RTM 

Functional Area: Ad Hoc Reporting Tool 
1996 BA Document 2003 RTM 

Sub Area: Cost 

2301 Provide site (CPU) license 3928 Customer support shall include providing 

site (CPU) license 

2302 Provide workstation license 3930 Customer support shall include providing 

workstation license 

2303 Provide royalty-free report distribution 3931 Customer support shall include providing 

royalty-free report distribution 

Su b Area: C ustomer Support 

2296 Sales force responsive to inquiries 3925 Customer support shall include sales force 

responsive to inquiries 

2297 Provide telephone support during local business hours 3932 Customer support shall include providing 

telephone support during local business 

2298 Provide one-hour response time 3926 Customer support shall include providing 

one-hour response time 

2299 Provide one-day response time 3927 Customer support shall include providing 

one-day response time 

2300 Provide on-line support (e.g., CompuServe, BBS, WWW) 3929 Customer support shall include providing on- 

line support (e.g,, CompuServe, BBS, 

Sub Area: Database Access 

2270 Support direct access to centralized Oracle7 database 2406 The system shall support direct access to 

centralized Oracle7 database 

2271 Support access to distributed Oracle7 tables 2407 The system shall support access to 

distributed Oracle7 tables 

2272 Provide capability to download data from database server 2525 The system shall provide capability to 

for querying/reporting download data from database server for 

querying/reporting 

2273 Support concurrent table usage 2606 The system shall support concurrent table 

usage 

2274 Support multiple table usage 2607 The system shall support multiple table usage 

2275 Provide capability for metadata definition 2608 The system shall provide capability for 

metadata definition 

2276 Provide capability for custom views for selected tables 2609 The system shall provide capability for 

custom views for selected tables 

2277 Provide capability for custom views for predefined joins 261 0 The system shall provide capability for 

custom views for predefined joins 

2278 Provide capability for custom views for renamed tables 261 1 The system shall provide capability for 

custom views for renamed tables 

2279 Provide capability for custom subset views for specified 2612 The system shall provide capability for 

users custom subset views for specified users 

2280 Provide capability to use stored procedures as data 2613 The system shall provide capability to use 

stored procedures as data sources 

Sub Area: Ease of Use 

2232 Support interactive result formatting 3409 The system shall support interactive result 

formatting 

2233 Support interactive query/report format definition, 3438 The system shall support interactive 

providing ability to pick field, type of operation, etc. query/report format definition, providing 

ability to pick field, type of operation, etc 

2234 Provide WYSIWYG 3439 The system shall provide WYSIWYG 

2235 Provide capability to document/query report 341 0 The system shall provide capability to 

document/query report 

2236 Provide horizontal and vertical scrolling 341 1 The system shall provide horizontal and 

vertical scrolling 

2237 Support capability to build a query/report definition 3412 The system shall support capability to build 

without knowledge of SQL a query/report definition without knowledge 

of SQL 

2238 Support English-based queries 3440 The system shall support English-based 

queries 
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2239 Provide graphical query builder 

2240 Support non-procedural query/report definition 

2241 Provide drop and drag feature for selection of data 

2242 Support free form entry for report/query definition 

2243 Provide capability to pick (rather than enter) fields, type of 
operation, etc. 

2244 Provide capability to preview output 

2245 Provide capability to determine universe statistics prior to 
query/report formatting to permit user to narrow or 
increase universe 

2246 Support result being larger than client’s memory/disk space 

2247 Provide capability to limit query time and size of return 
224B Provide capability to cancel long-running queries 

2249 Capability to view/edit generated SQL statements 

2250 Support capability to save query/report definitions 

2251 Provide capability to retrieve last query/report definition 

2252 Provide capability to redisplay previous query result 

2253 Provide capability to copy/edit query/report definitions for 
similar queries/reports 

2254 Provide command-driven execution 

2255 Provide command-driven query/report definition 

2256 Provide menu-driven execution 

2257 Provide menu-driven query/report definition 

2258 Provide descriptive on-line help 

2258 Provide descriptive on-line help 

2259 Provide descriptive, well-indexed user manual 

2260 Provide descriptive error messages 

2261 Provide on-line tutorial 

2262 Require minimal user training 

2263 Provide capability to modity reports without reprocessing 
the database query, e.g., format, breaks, totals 

2264 Provide capability to drill down in summary reports 

2265 Provide undo and redo features 

2266 Provide format hints, e.g., define columns in thousands to 
fit on specified output 

2267 Provide wizards 

2268 Provide tool tips on menu 

2269 Provide built-in formulae for possible selection 

Sub Area: Import/Export 

2219 Support graphics import 


3413 The system shall provide graphical query 
builder 

3414 The system shall support non-procedural 
query/report definition 

3415 The system shall provide drop and drag 
feature for selection of data 

3416 The system shall support free form entry for 
report/query definition 

2517 The system shall provide capability to pick 
(rather than enter) fields, type of operation, 

3679 The system shall provide capability to 
preview output 

3417 The system shall provide capability to 
determine universe statistics prior to 
query/report formatting to permit user to 
narrow or increase universe 

2518 The system shall support result being larger 
than client’s memory/disk space 

3418 The system shall provide capability to limit 
query time and size of return output 

3419 The system shall provide capability to 
cancel long-running queries 

3420 The system shall capability to view/edit 
generated SQL statements 

2519 The system shall support capability to save 
query/report definitions 

2520 The system shall provide capability to 
retrieve last query/report definition 

2521 The system shall provide capability to 
redisplay previous query result 

3421 The system shall provide capability to 
copy/edit query/report definitions for similar 
queries/reports 

3422 The system shall provide command-driven 
execution 

3423 The system shall provide command-driven 
query/report definition 

3424 The system shall provide menu-driven 
execution 

3425 The system shall provide menu-driven 
query/report definition 

2522 The system shall provide descriptive on-line 
help 

2485 The system shall provide on-line help 

3426 The system shall provide descriptive, well- 
indexed user manual 

2523 The system shall provide descriptive error 
messages 

3427 The system shall provide on-line tutorial 

2409 The system shall require minimal user training 

3428 The system shall provide capability to 
modify reports without reprocessing the 
database query, e.g., format, breaks, totals 

3429 The system shall provide capability to drill 
down in summary reports 

3430 The system shall provide undo and redo 
features 

2524 The system shall provide format hints, e.g., 
define columns in thousands to fit on 
specified output 

3431 The system shall provide wizards 

3441 The system shall provide tool tips on menu 

3442 The system shall provide built-in formulae 
for possible selection 

3398 The system shall support graphics import 
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2220 Provide capability to export a text file 

2221 Provide capability to export a delimited file 

2222 Provide capability to export a Quattro or Lotus 1-2-3 file 

2223 Provide capability to export a WordPerfect file 

2224 Provide capability to import a text file 

2225 Provide capability to import a delimited file 

2226 Provide capability to import a Quattro or Lotus 1-2-3 file 

2227 Provide capability to import WordPerfect file 

2228 Support ODE 

2229 Support OLE for client/server 

2230 Support mail integration 

2231 Provide macro language recorder 

Sub Area: Performance 

2281 Demonstrate response time for simple queries 
*(5 min., M+, M++) 

2282 Demonstrate response time for moderately complex 
queries 

2283 Demonstrate response time for complex queries 
*(3 hr, M+. M++) 

Sub Area: Query/Report Format 

2177 Support custom format query/report definition 

2178 Support tabular query/report definition 

2179 Support crosstab query/report definition 

2180 Support master/detail query/report definition 

2181 Support pivot table query/report definition 

2182 Support two-pass definition 

2183 Support multiple query query/report definition 

2184 Support form letter definition 

2185 Support mailing label definition 

2186 Support barcoding 

2187 Support generation of charts and graphs 

2188 Support conditional text formatting 

2189 Provide report template capabilities 

2190 Support user input of live data during report design 

2191 Support multiple views of the same data 

2192 Provide capability to insert date and time 

2193 Support page numbering 

2194 Provide capability to define data format (e.g., display 
numbers in thousands, define date format, request data 
truncation, etc.) 


2515 The system shall provide capability to export 
a text file 

3399 The system shall provide capability to export 
a delimited file 

3400 The system shall provide capability to export 
a Quattro or Lotus 1-2-3 file 

3401 The system shall provide capability to export 
a WordPerfect file 

3402 The system shall provide capability to import 
a text file 

3403 The system shall provide capability to import 
a delimited file 

3404 The system shall provide capability to import 
a Quattro or Lotus 1-2-3 file 

3405 The system shall provide capability to import 
WordPerfect file 

2516 The system shall support DDE 

3406 The system shall support OLE for 

3407 The system shall support mail integration 

3408 The system shall provide macro language 
recorder 

3670 The system shall demonstrate response 
time for simple queries ’(5 min., M+, M++) 

3671 The system shall demonstrate response 
time for moderately complex queries *(30 
min., M+, M++) 

3672 The system shall demonstrate response 
time for complex queries ‘(3 hr, M+, M++) 


2503 The system shall support custom format 
query/report definition 

2504 The system shall support tabular 
query/report definition 

2505 The system shall support crosstab 
query/report definition 

2506 The system shall support master/detail 
query/report definition 

3385 The system shall support pivot table 
query/report definition 

3386 The system shall support two-pass definition 

2507 The system shall support multiple query 
query/report definition 

2508 The system shall support form letter definition 

3387 The system shall support mailing label 
definition 

2509 The system shall support barcoding 

2605 The system shall support generation of 

charts and graphs 

3388 The system shall support conditional text 
formatting 

3389 The system shall provide report template 
capabilities 

2510 The system shall support user input of live 
data during report design 

3390 The system shall support multiple views of 
the same data 

3676 The system shall provide capability to insert 
date and time 

3677 The system shall support page numbering 

3798 The system shall provide capability to define 

data format (e.g., display numbers in 
thousands, define date format, request data 
truncation, etc.) 
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2195 Provide specification of a variety of font types and font 

2196 Provide capability to underscore, shadow or box fields 

2197 Provide capability to define report title 

2198 Provide capability to define row and column headings 

2199 Support on-line or hardcopy output 

2200 Support batched hardcopy output 

2201 Support 8 1/2” x 11” hardcopy output 

2202 Support 1 1” x 8 1/2" hardcopy output 

2203 Support 1 1” x 17” hardcopy output 

2204 Support report scheduling 

2205 Provide capability to determine range of data to be 
included in query/report, (e g., data range, field value) 

2206 Support use of Boolean logic 

2207 Provide ability to discard groups based on user criteria 

2208 Support generation of complex queries/reports (e.g., 
outer joins and nested queries) 

2209 Provide capability to define simple calculated fields (e.g., 
query field 1 * query field 2 = query field 3) 

2210 Provide capability to define complex formulae for field 
definition 

221 1 Provide capacity to specity totals independent of break 
specification 

2212 Provide totaling/subtotaling capability 

2213 Provide crosstab capability 

2214 Provide capability to display leading or trailing group 
(break) totals 

2215 Provide ascending and descending sort capability 

2216 Provide mixed ascending and descending sort capability 

2217 Provide multiple sort level capability 

2218 Provide capability to sort groups based on group subtotal 

Sub Area: Security 

2284 Provide capability to restrict access 

2285 Provide capability for data administrator to define access 
restrictions 

2286 Provide backup/recovery capability for long queries 

2287 Provide capability to define printer location 

Sub Area: System Architecture 

2288 Support capability to execute/define queries/reports from 
character mode workstation (DOS) and GUI workstation 
(Windows) 


3799 The system shall provide specification of a 
variety of font types and font sizes 

3800 The system shall provide capability to 
underscore, shadow or box fields 

3801 The system shall provide capability to define 
report title 

3808 The system shall provide capability to define 
row and column headings 

3682 The system shall support on-line or 
hardcopy output 

3802 The system shall support batched hardcopy 
output 

3803 The system shall support 8 1/2’ x IT 
hardcopy output 

3803 The system shall support 8 1/2' x 1 T 
hardcopy output 

3804 The system shall support 1 T x 17' hardcopy 
output 

3805 The system shall support report scheduling 

251 1 The system shall provide capability to 
determine range of data to be included in 
query/report, (e.g., data range, field value) 

2512 The system shall support use of Boolean 

2513 The system shall provide ability to discard 
groups based on user criteria 

3806 The system shall support generation of 
complex queries/reports (e.g., outer joins 
and nested queries) 

3391 The system shall provide capability to define 
simple calculated fields (e.g., query field 1 * 
query field 2 = query field 3) 

3392 The system shall provide capability to define 
complex formulae for field definition 

3393 The system shall provide capacity to 
specify totals independent of break 

3444 The system shall provide totaling/subtotaling 
capability 

2505 The system shall support crosstab 
query/report definition 

3395 The system shall provide capability to 
display leading or trailing group (break) totals 

2514 The system shall provide ascending and 
descending sort capability 

3396 The system shall provide mixed ascending 
and descending sort capability 

3397 The system shall provide multiple sort level 
capability 

3437 The system shall provide capability to sort 
groups based on group subtotal 

3850 The system shall provide capability to 
restrict access 

3851 The system shall provide capability for data 
administrator to define access restrictions 

3895 The system shall provide backup/recovery 
capability for long queries 

3852 The system shall provide capability to define 
printer location 

3907 The system shall support capability to 
execute/define queries/reports from 
character mode workstation (DOS) and GUI 
workstation (Wndows) 


2289 Support capability to execute/define queries/reports from 3908 The system shall support capability to 
a GUI workstation (Wndows) execute/define queries/reports from a GUI 
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2290 Support capability to execute/define queries/reports from 3915 
a character mode workstation (DOS) 

2291 Support data access to any Oracle-supported platform 3906 

2292 Provide capability to run tool off a server with multiple- 3909 

user access 

2293 Support execution of queries on client/server 391 0 

2294 Provide capability to specify site of sorting (client or 3911 

2295 Support capability for computed columns to be on 3912 

client/server 


Functional Area: Current and Desired Reports 
1996 BA Document 2003 RTM 

Sub Area: Canned SRS Reports: Epidemiology Reports Menu 

2327 Single COSTART Term 

2326 Individualized Group Of COSTART Terms 
2325 Mid-Level Group Of COSTART Terms 
2324 OPE Defined Disease Groups Of COSTART Terms 
2323 Total 15 day, Periodic, And Direct Reports, By Year Of 
Receipt 

2328 All Reports For Drug 

2321 Number Of Cases Per Serious Outcome, By Body system 
2320 Number Of Cases Per Serious Outcome, By Year Of 

Receipt 

2319 Listing Of Case Numbers And Initial And Follow-up 
Microfilm/Image ID Numbers 
2318 Comments For Cases 

2322 Number Of Cases Per Serious Outcome, By COSTART 
Within Body System 

2329 Drug Interactions (2 Drug List Codes) 

2330 Labeled/Unlabeled COSTARTs For Specified Brand 
Name(s) 

2307 Number Of De/Rechallenges Per Serious Outcome 

2332 Mid-Level COSTART Terms From The COSTART Manual 
For A Specified Body System 

2305 Number Of Cases Per Serious Outcome. By Sex And Age 
Category 

2304 Number Of Cases Per Serious Outcome, By Age 
2335 Create A Drug List Code 
2334 File Utilities (Printing, Listing) 

2333 COSTART Terms Grouped By Body system 
2317 Line Listing Summary Of Cases 

2306 Number Of Cases Per Serious Outcome, By Year/Quarter 

2331 a) Total Cases In Database By Serious Outcome (All 
Domestic And Foreign) 

b) Total Cases Per Serious Outcome By Year Of Receipt 

c) Total Cases Per Report Type By Year Of Receipt For 

2315 Number Of Cases By Serious Outcome, By Body System 
2314 Number Of Cases By Serious Outcome, By Year Of 
2313 Number Of Cases Per Serious Outcome, By Suspect And 

Other Drug 

2312 Counts Of COSTARTs In Cases, With Most Frequent 
COSTART Terms Listed First 

231 1 Number Of Cases Per Serious Outcome, By Location 
Within A Geographic Region 

2310 Number Of Cases Having 1, 2, 3 Or 4 Or More Drugs 
2309 Number Of Cases Per Serious Outcome, By Report Type 

2308 Number Of Foreign, Study, Consumer, And Literature 
Reports By General Source 

2316 Number Of Cases Per Serious Outcome, By COSTART 


workstation (Windows) 

The system shall support capability to 
execute/define queries/reports from a 
character mode workstation (DOS) 

The system shall support data access to 
any Oracle-supported platform 
The system shall provide capability to run 
tool off a server with multiple-user access 
The system shall support execution of 
queries on client/server 
The system shall provide capability to 
specify site of sorting (client or server) 

The system shall support capability for 
computed columns to be on client/server 
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Within Body System 


Sub Area: Current REB Reports 

2338 Reports With Positive Dechallenge (Abate) Indicated With 
Only One Drug Reported And An Unlabeled ADE For A 
Specific Time Frame, Indicating Labeled And Unlabeled 

2345 To Health Care Provider Thank You For Inquiry On ADR 
. Reporting 

2344 To Correspondent After Phone Call/Mail: Request To Have 
Correspondent Contact Health Care Provider To Fill Out 
3500 Or To Fill Out Themselves 

2343 Thank You To Correspondent For Sending In ADR Report 

2342 Thank you to Health professional for Sending in ADR 

2337 Stratified By Body System, COSTART, And Outcome. 
Labeled Vs. Unlabeled Data For A Specified Time Frame 

2346 To Manufacturer Sending Of Reporting Guidelines 

2339 Reports That Have A Positive Rechallenge (Reoccur) A 
Suspect NME Associated With An Unlabeled ADE For A 
Specified Time frame, Indicating Labeled/Unlabeled 

2340 Cover Page Summary And 2 Tables: Reports Evaluated 
By REB By Reviewer And Reports Evaluated By REB By 
Review Division 

2341 MARS And Consults 

2336 Count Of Current ADEs Stratified By Age And Outcome 
For A Specified Time Period 

Sub A rea: Desired Future EPI Reports 

2376 Cooperative Agreement Log 

2375 IMS Log 

2374 Consult Log 


Sub Area: Desired Future REB Reports 

2352 Reporting Rate 

2347 WHO Listing 

2348 Drug Use Listing 

2349 DORS Listing 

2350 Pharm Class Comparative Listing 

2351 Percent Listing 

Sub Area: MEDEX Reports 

2377 Cumulative MedWatch Report By Specialty, Method Of 
Reporting, And Number Serious For AE Reports Received 
Before A Specified Date 

2382 Acknowledgment Of Receipt Of Voluntary Report 

2383 Notification Of Receipt Of A Report Involved In The 
Expedited Transmission Program 

2381 Summary of MedWatch Reports by Gender and Age 

2380 Cumulative MedWatch Reporter Also Notified (E4) AE 
Reports Received Before A Specified Date 

2379 Cumulative MedWatch Report By Outcome And 
Confidentiality For AE Reports Received Before A 
Specified Date 

2378 Cumulative MedWatch Report By Specialty, Center. And 
Number Serious AE Reports Received Before A Specified 
Date 

2384 Cover Letter For Instructions For Voluntary Reporting 

Sub Area: SDBP Reports 

2362 Graph: 2 Year Trend By Body System 

2371 Data Output 

2370 Adverse Event Reports Received 

2369 Table: Distribution By Reporter Occupation In Cases 
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"Direct" From Health Professionals 
2368 Table: 20 Most Frequently First-Listed Suspect Drugs 
2367 Table: Distribution Of Cases By Therapeutic Class 

2353 Overview Of Cases 

2358 Graph: Comparison Of 15 day/Periodic/Direct Cases By 
Year 

2357 Table: Distribution Of Cases By Report Type: Year To 
Year Comparison 

2356 Graph: Distribution Of Cases By Report Type 
2355 Graph/Table: Number Of Cases Per Year (Over A x year 
Time Span 

2373 Date, 15d, Periodic, Released 

2366 Table: Distribution Of Cases By Geographic Region 

2354 Table: Distribution Of Cases By Source: Year To Year 
Comparison 

2359 Graph: Distribution Of Cases By Selected Outcomes 

2363 Table: Distribution Of Cases By Age Group (All Ages) 

2360 Graph: Distribution Of Cases By Body System (Per Year) 

2364 Table: Distribution Of Cases By Age Group (Pediatric Only) 

2365 Graph: Distribution Of Cases By Gender 

2361 Table: Distribution Of Cases By Body System: Year To 
Year Comparison 


Functional Area: Manage Adverse Event Information 


1996 BA Document 

Sub Area: Manage Attachments 

1755 The system must be able to link an Attachment to a report 

1756 The system must be able to assign the permanent AERS 
ID Number from the Adverse Event Report to the 
attachment with which it is associated 

1757 The system must be able to identify all attachments 
associated with a case 

1758 The system must be able to support imaging of 

1759 The system must be able to link an attached image to its 
associated report and its associated case 

1760 The system must be able to track the status of a report 
by: date sent, user requesting additional information, 
information requested, and date received 

1761 The system must have the ability to generate a standard 
letter to the sender of the report requesting an acceptable 
copy of the attachment 

1762 The user must have the ability to easily retrieve and view 
images associated with a particular ADR or case from the 
AERS System 

1763 The system must have the ability to request on-line 
printing of a single image or a batch printing of images 
and specify the printer output location 

1 764 The system must have the ability to reference every 
report associated with a literature study when one 
literature study that refers to multiple patients is imaged 

1 765 The system must have the ability to automatically identify 
reports that do not comply with new regulations and 
guidelines for required attachments and data 

1766 The system must be able to date stamp the receipt of the 
attachment and automatically record the date the AERS 
attachment data was created 

1767 The system must be able to create, open, close, and 
assign batches of attachments along with relevant dates 
to ensure document control 

1 768 The system must be able to process individual 
attachments by: 


2003 RTM 


2451 The system shall link an attachment to an 

2584 The system shall assign the permanent ISR 
Number to the attachment to which it is 
associated. 

2585 The system shall identify all attachments 
associated with a case. 

2604 The system shall support attachment 

2452 The system shall link an attached image to 
its associated ISR and its associated case. 

2453 The system shall track the status of an ISR 
by date sent, user requesting additional 
information, information requested, and date 
received. 

3366 The system shall provide the ability to 
generate a standard letter to the sender of 
the ISR requesting an acceptable copy of 
the attachment. 

2454 The system shall provide the ability to easily 
retrieve and view images associated with a 
particular ISR or case. 

2876 The system shall provide the ability to 

request on-line printing of a single image or 
a batch printing of images and specify the 
printer output location. 

3367 The system shall provide the ability to 
reference every ISR associated with a 
literature study when one literature study 
that refers to multiple patients is imaged. 

3368 The system shall provide the ability to 
automatically identify ISRs that do not 
comply with new regulations and guidelines 
for required attachments and data. 

2455 The system shall date stamp the receipt of 
the attachment and automatically record the 
date the attachment data were created. 

3352 The system shall create, open, close, and 
assign batches of attachments and relevant 
dates for document control. 

2456 The system shall process individual 
attachments by: linking attachments to an 
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Linking attachment to one or more adverse event 
report/s 

Scanning 

indexing to the adverse event report or case series 

Providing quality control of image and index 
Recording image compietion date 
Generate performance report 

1769 The system must be able to automatically capture, record, 
and report key processing event dates associated with 
reports and images, including: 

Receive date 
Data entry date 
Quality control date 
Coded date 
Imaging date 
Review date 

1770 The system must be capable of selecting and printing 
redacted direct reports and associated images based on 
drug product, manufacturer, and MedWatch Expedited 
Transmission Status 

1771 The system must be able to track the date the attachment 
was received, the type of attachment, and the 
acceptability of the attachment by manufacturer. 

1772 The system must be able to automatically generate letters 
requested attachments forgiven user criteria; letters 
should be able to be customized to report and case 
specific information 

Sub Area: Manage Electronic Receipts 

1680 Receive submissions through EDI or physical media 


1681 Receive and maintain a database of 
manufacturers/sender with their electronic mail 
addresses and decryption keys to facilitate validation of 
transmission source, as will as electronic transmission of 
acknowledgments and problem reports from FDA Central 

1682 Translate EDI transmissions from the ICH M2 standard 

1683 Decrypt electronic submissions using commercially 
available encryption technology and authenticate the 
sender (ICH M2 standard) 

1684 Send Receipt acknowledgment notice and send file 
problem notice via the FDA Central Receiving Site 


1685 Messages sent back to the manufacturer should use the 
same authentication/encryption facilities as for 
transmissions received from the manufacturer. 

1686 Maintain archive of all files submitted following FDA 
approved records retention schedules 

1687 Upload ADR records from translated, decrypted files into 
the AERS data base 

1688 Track date and time of file received, receipt 
acknowledgment, problem notice sent, file uploaded, and 
file archived, with individual ADRs 

1689 Flag uploaded records for automated quality control 

1690 Store archive file sequence number with each individual 
report received in a single transmission 

1691 Process automated quality control check of electronically 
received ADRs prior to AERS database update 


ISR; enabling the scanning, and indexing of 
the ISR; providing Quality Control of image 
and index; recording image completion date; 
generating performance reports; and 
assigning and tracking security by user. 


2457 The system shall automatically capture, 
record, and store ISRs key processing 
event dates associated with reports and 
images, including Data Entry date. Quality 
Control date, MedDRA Coding date, image 
date, and review date. 


3435 The system shall select and print redacted 
direct ISRs and associated images based on 
drug product, manufacturer, and MedWatch 
expedited transmission status. 

2458 The system shall track the date the 
attachment was received, the type of 
attachment, and the acceptability of the 
attachment by manufacturer. 

3370 The system shall automatically generate 
letters requesting attachments for given 
user criteria; letters should be able to be 
customized to ISR and case specific 
information. 


2824 The system shall receive submissions 
through Electronic Data Interchange or 
physical media 

3445 The system shall receive and maintain a 
database of manufacturers/senders with 
their electronic mail addresses and 
decryption keys to facilitate validation of 

3446 The system shall translate EDI transmissions 
from the ICH M2 standard. 

3447 The system shall decrypt electronic 
submissions using commercially available 
encryption technology and authenticate the 
sender (ICH M2 standard). 

3448 The system shall send receipt 
acknowledgment notices and send file 
problem notices via FDA Central Receiving 
Site. 

3449 The system shall authenticate and encrypt 
all replies. 

3450 The system shall maintain an archive of all 
electronic files submitted following FDA- 
approved records retention schedules. 

2424 The system shall upload ISRs from 

translated, decrypted files into the system 
database. 

2932 The system shall track date and time of file 
received, receipt acknowledgment, problem 
notice sent, file uploaded, and file archived 
with individual ISRs in the database 

2933 The system shall flag uploaded electronic 
ISR records for automated quality control 

3451 The system shall archive file sequence 
numbers with each individual electronic ISR 
received in a single transmission. 

2615 The system shall process automated quality 
control checks of electronically received 
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1692 Generate and transmit electronically or manually AERS 
acknowledgment of total ADR reports accepted with 
corresponding AERS Report #s, manufacturer control #s 
and/or exception reports indicating reasons for non- 
acceptance back to the manufacturers 


1693 All electronic submissions, whether EDI or physical 

media, should use encryption to facilitate authentication of 
the sender 


ISRs prior to the system's database update. 

2616 The system shall generate and transmit 
(electronically or manually) an 
acknowledgment of total ISRs Implemented 
with corresponding ISR numbers, 
manufacturer control numbers, and/or 
exception reports indicating reasons for 
non-acceptance. 

3452 The system shall provide encryption to 

facilitate sender authentication for electronic 
ISRs. 


Sub Area: Manage Manufacturer Compliance 

1789 If a direct report indicates that information has been sent 
to the manufacturer, then set a tickler for receipt of similar 
report from the manufacturer 

1790 The system must establish minimum data set or other 
conditions for determining compliance criteria by report 
type (e.g., 15-day, periodic, and E2B submissions) 


1791 The system must flag mandatory fields that are missing 
on manufacturer reports, as well as identify instances 
where manufacturer coding varies from FDA risk 
assessor coding and/or where difference between 
receive date and event notification date are greater than 

1792 Calculate and store a compliance score for each 
individual report received from manufacturers and 
compute a quarterly average manufacturer compliance 

1793 The system must compare manufacturer compliance 
scores to one another, the industry average, and within 
each manufacturer oyer time (trends) 

1794 The system must calculate industry average compliance 
scores and store these within AERS 

1795 The system must determine whether 15-day and periodic 
reports are submitted on time and ability to count the 
number of serious reports that are late 

1 796 The system must view coding changes made by coders 
for a series of manufacturer reports 

1 797 Compliance Officer must be notified of late expedited 
reports within 1 5 days of receipt at FDA 

1798 The system must maintain history of manufacturer 
compliance performance over time 

Store counts/dates of late/missing reports 
Store counts/dates of incomplete reports 

1799 The system must check IMT coding for the following: 

Consistency 

Accuracy 

Completeness 

Down-coding (using a less serious IMT code in a 
serious event) 

1800 The system must be able to identify serious and non- 
serious reports and distinguish foreign from domestic 
reports to support query and compliance score 
calculation requirements. 

1801 The system must be able to query the database to identify 
potential compliance cases using compliance scores, 
counts of deficient reports, or other compliance related 
criteria 

1802 The system must query the report database by 
manufacturer and view output on the screen and/or by 

1803 Support modification of initial case series by allowing 


3328 The system shall enable automatic 
notification for receipt of any similar ISR 
from the manufacturer. 

2425 The system shall establish a minimum data 
set to include: identifiable patient, suspect 
drug, identifiable reporter, and reaction per 
FDA business rules for determining 
compliance criteria by ISR type (e.g., 
expedited, periodic, and electronic 
submissions). 

3329 The system shall flag mandatory fields that 
are missing on manufacturer reports, as 
well as identify instances where 
manufacturer coding varies from MedDRA 

3330 The system shall calculate and store a 
compliance score for each ISR received 
from manufacturers and compute a 
quarterly average manufacturer compliance 

3331 The system shall compare manufacturer 
compliance scores to one another, the 
industry average, and within each 
manufacturer over time (e.g., trends). 

3332 The system shall calculate and store 
industry average compliance scores. 

2426 The system shall determine whether 
expedited and periodic ISRs are submitted 
on time. 

3333 The system shall view coding changes 
made by coders for a series of 

2427 The system shall notify the Compliance 
Officer of late, expedited ISRs within 15 
days of receipt at FDA. 

3334 The system shall maintain a history of 
manufacturer compliance performance over 
time, store counts/dates of late/missing 
ISRs, and store counts/dates of incomplete 

3335 The system shall check MedDRA coding for 
consistency, accuracy, completeness of 
code, as well as down-coding (e.g., using a 
less serious MedDRA code in a serious 


3345 The system shall distinguish foreign from 
domestic reports to support query and 
compliance score calculation requirements. 

3337 The system shall provide the ability to query 
the database to identify potential compliance 
cases using compliance scores, counts of 
deficient ISRs, or other compliance related- 
criteria. 

3338 The system shall query the database by 
manufacturer and view output on the 
screen and/or by printed report. 

3339 The system shall support modification of 
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addition and deletion of reports 

1 804 Compliance Officers require notification of and access to 
risk assessor’s case series and MARs 

1805 Compliance Officers require notification of changes in 
status of risk assessor's case series and MARs 

1806 The system must group a series of reports into a 
manufacturer compliance case series that can be 
accessed electronically 

1807 The system must record and store an assessment of a 
compliance case series. 

1808 The system must track compliance case series activities 
and status from initiation through to completion 

1809 Maintain history of manufacturer compliance case series 
activities and status over time 

Store compliance officer comments 

Store description of completed compliance actions 

1810 FDA field investigators may require access to AERS 
when they are assigned to an ADR reporting compliance 


181 1 Access to all compliance case series, manufacturer 
compliance history, and individual safety report 
compliance scores should be limited to compliance 
officers and other authorized individuals 

1812 The compliance officer needs to have access to case 
series and MAR information developed by the risk 

Sub Area: Manage Paper Receipts 

1729 The system must be able to identify the date the image 
was archived from the Excalibur Imaging System 

1712 The system must be able to validate all data associated 
with a dictionary or reference table including: 

Drug 
Biologic 
Manufacturer 
Patient Sex 

Adverse Event Outcome 
Reporter Information 
Type of Report 
Report Source 

1694 The system must be able to capture a date stamp for date 
of receipt and permanent unique AERS ID Number for 
each report, as well as support displaying this information 
on the physical report for purposes of imaging and batch 

1695 The system must be able to accept reports providing 
default values for certain fields based on report type 

1696 The system must be able to automatically record the 
create date 

1697 The system must be able to support current MEDEX data 
capture needs, including: 

Record the suspect medication(s) on the report 
Record the suspect device(s) on the report 
Record the specialty of the reporter 
Record the method of reporting (mail, fax, phone, 
bulletin board) 

Record and automatically determine whether the 
report is serious based on predefined business rules 
Record the primary FDA Center for the report 
Record the secondary FDA Center(s) for the report 

Record the outcome of the adverse event on the 

report 

Record the recipient category (distributor, 
manufacturer, user facility, not given) on the report 
Record the publication associated with the report 


initial case series by allowing addition and 
deletion of ISRs. 

3340 The system shall notify Compliance Officers 
of and provide access to Safety Evaluator 
case series and MARs. 

3341 The system shall notify Compliance Officers 
of changes in status of Safety Evaluator 
case series and MARs. 

3342 The system shall group a series of ISRs into 
a manufacturer compliance case series 
that can be accessed electronically. 

3343 The system shall record and store an 
assessment of a compliance case series. 

3347 The system shall track compliance case 
series activities and status from initiation 
through to completion. 

3344 The system shall maintain a history of 
manufacturer compliance case series 
activities and status over time. 

3891 The system shall provide the FDA field 
investigators access to the system when 
assigned to an ADR reporting compliance 
case. 

3892 The system shall provide Compliance 
Officers with access to all compliance case 
series, manufacturer compliance history, 
and ISR compliance scores. 

3893 The system shall provide the ability to 
access case series and MAR information 
developed by Safety Evaluators. 


2582 The system shall capture a date stamp for 
date of receipt and a permanent, unique 
number for each ISR (i.e., ISR Number). 

2583 The system shall provide default values for 
fields based on report type. 

2429 The system shall automatically record the 
legacy ISR create date. 

2430 The system shall support current MEDEX 
data capture needs. 
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Record reporter information including: 

Last Name, First Name, and Middle Initial 
Degree and Profession 

Address Heading, PO Box, Street Address, City, 
State, and Zip Code 

Province and Country 
Phone Number 

1698 The system must be able to record, store, and report the 
number of pages printed by both the Excalibur Imaging 
System and the AERS System for MedWatch Expedited 
Transmission billing purposes 

1699 The system must be able to automatically produce letters 
and mailing labels for the MedWatch Expedited 
Transmission Program 

1700 The system must be able to record all data and text 
descriptions on the MedWatch 3500, MedWatch 3500 A, 
and 1639 Forms; verbatim data entry must be supported 

1701 The system must be able to automatically produce 
MedWatch Expedited Transmission Letters, which are 
sent out with copies redacted reports 

1702 The system must be able to enable faxing of MedWatch 
Expedited Report Letters and redacted reports to the 
manufacturers who are participating in the Expedited 
Transmission Program 

1703 The system must be able to support electronic 
transmission of reports and images to fulfill the MedWatch 
Expedited Transmission requirements for participants 
and their registered drug products 

1704 The system must be able to produce management reports 
for tracking/billing of the MedWatch Expedited 
Transmission Program 

1705 The system’s data entry screens must mirror the 
MedWatch Form(s) layout, specifically Form 3500 and 

1706 The system must automatically derive and populate the 
patient's age when given birthdate and date of ADR event 

1707 The system must record all dosage data including 
frequency by day, week, and month and calculate 
dosage by number of days 

1 708 The system must record an unlimited number of biologic 
products for each report entered 

1 709 The system must be able to accommodate lengthy names 
for biologic products 

1710 The system must capture verbatim data, text, and image 
for all reports received on paper 

1711 The system must support the capture and recording of all 
supplemental data currently requested from biologic 
manaufacturers for ADR reports involving allergenic 
extracts. 

1713 The system must support the following word processing 
capabilities to ensure ease and accuracy of data entry of 
narrative text description of the adverse event: 

word wrap 

spell checker (global) 
medical/pharmaceutical spell checker 
backspace, insert, and delete 
cut and paste capabilities 

1714 The system must create, open, close, and assign batches 
of attachments, and relevant dates, for document 

1715 The system should be able to automatically generate 
word count statistics for the text narrative description for 
each report to assist managers in assessing the overall 
data entry performance 


3468 The system shall provide the ability to 
record, store, and report the number of 
pages printed by both the Excalibur Imaging 
System and the system for MedWatch 
Expedited Transmission Program billing 

3469 The system shall provide the ability to 
automatically produce letters and mailing 
labels for the MedWatch to Manufacturer 
Program. 

2431 The system shall support and record the 
verbatim Data Entry of all data and text 
descriptions on the MedWatch 3500, 
MedWatch 3500 A, and 1639 forms. 

3470 The system shall provide the ability to 
automatically produce MedWatch Expedited 
Transmission letters, which are sent out 
with redacted ISR copies. 

3471 The system shall enable faxing of 
MedWatch expedited ISR letters and 
redacted ISRs to the manufacturers who 
are participating in the MedWatch Expedited 

3472 The system shall provide the ability to 
support electronic transmission of ISRs and 
images to fulfill the MedWatch Expedited 
Transmission Program requirements for 
participants and their registered drug 

3473 The system shall provide the ability to 
produce management reports for tracking 
and billing of the MedWatch Expedited 
Transmission Program. 

3351 The system shall mirror the layout of the 
MedWatch 3500 and 3500A forms. 

2432 The system shall automatically derive and 
populate a patient's age when given birth 
date and event start date. 

2433 The system shall record all dosage data 
including frequency by day, week, and 

2434 The system shall record an unlimited number 
of biologic products for each ISR entered. 

2435 The system shall accommodate lengthy 
names for biologic products. 

2436 The system shall capture verbatim data, 
text, and images for all ISRs received on 

3443 The system shall support the capture and 
recording of all supplemental data currently 
requested from biologic manufacturers for 
ISRs involving allergenic extracts. 

2438 The system shall support word processing 
capabilities to ensure the ease and 
accuracy of the Data Entry of ISR narrative 
text, including a medical spellchecker. 


3352 The system shall create, open, close, and 
assign batches of attachments and relevant 
dates for document control. 

3353 The system shall automatically generate 
word count statistics for the ISR narrative 
text for each ISR to assist managers in 
assessing overall Data Entry performance. 
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1716 The system must be able to extract a subset or sample of 
reports from the production database data according to 
specified selection criteria for purpose of checking data 
quality 

1717 The system must be able to queue a sample of reports 
completed by a specific data entry staff person to 
facilitate quality control studies 

1718 The system must be able to track data entry errors by 
user, and type of error, and report the errors on 
management reports 

1719 The system must be able to identify and track coding 
errors by the coder 

1720 The system must be able to identify coding errors 
submitted by the manufacturer and report the errors for 
compliance purposes 

1721 The system should be able to detach and reattach reports 
and attachments that were linked incorrectly 

1722 The user must be able to easily access the Excalibur 
Imaging System without exiting AERS 

1 723 The system must be able to link the AERS data/ID Number 
to the Excalibur Imaging System 

1724 The user must be able to retrieve, view, and print imaged 
reports from the Excalibur Imaging System from within 
AERS 

1 725 The system must be able to identify the date the report 
was scanned, indexed, QC'ed, and accepted into the 
Excalibur Imaging System 

1726 The system must be able to track when a report or 
attachment was re-scanned or rejected from the imaging 
process 

1727 The system must be able to identify the user who 
performed the imaging function 

1728 The system must be able to calculate the number of 
images printed for MEDEX and FOI purposes 

1730 The system must be able to support coding adverse 
event information including the Indication for Use and the 
Narrative Description of the Event in the IMT terminology 

1731 The system must be able to interface with the FDA IMT 
database 

1732 The system must be able to record the IMT code(s) in all 
data elements identified in the ICH E2B final document 

1733 The system must be able to record unlimited suspect 
adverse reactions (in IMT codes) for each report 

1734 The system must be able to identify the coder and the 
date the report was coded 

1 735 The system must be able to store codes that have been 
submitted electronically 

1736 The system must provide the ability for the Risk Assessor 
to obtain label text by section from the Excalibur System, 
clean up coding errors if they exist, and feed this 
corrected text through the autoencoder, if it is available; 
the Risk Assessor must have the ability to view, edit 
(add, delete, modity) the autoencoder output before 

1 737 The system must provide security features that permits 
only the Risk Assessor who is assigned the drug to 
update the coding for a new or revised label 

1 738 The system must provide access to an on-line medical 
dictionary and Physician's Desk Reference (PDR) 


.1739 The system must provide access to a list that contains a 
standard range of laboratory values for use as a coding 
reference for assignment of the appropriate IMT term 


2789 The system shall provide the ability to 
extract a subset or sample of ISRs from the 
production database data according to 
specified selection criteria for the purpose 
of checking data quality. 

2790 The system shall provide the ability to queue 
a sample of ISRs completed by a specific 
Data Entry staff person to facilitate Quality 
Control studies. 

3354 The system shall track Data Entry errors by 
user and type of error, and report the errors 
on management ISRs. 

3355 The system shall identify and track MedDRA 
Coding errors by the coder. 

3356 The system shall identity MedDRA coding 
errors submitted by the manufacturer and 
report the errors for compliance purposes. 

3357 The system shall detach and reattach ISRs 
and attachments that were linked incorrectly. 

2439 The system shall enable users to access 
the Excalibur Imaging System without exiting 
AERS. 

2440 The system shall link the I SR Number to the 
Excalibur Imaging System. 

2441 The system shall enable users to retrieve, 
view, and print imaged ISRs from the 
Excalibur Imaging System within the system. 

3433 The system shall identity the date ISRs 
were scanned, indexed, Quality Controlled, 
and Implemented into the Excalibur Imaging 
System 

3434 The system shall track when an ISR or 
attachment was rescanned or rejected from 
the imaging process. 

3358 The system shall identity the user who 
performed the imaging function for each ISR. 

3359 The system shall calculate the number of 
images printed for MEDEX and FOI 

2442 The system shall support MedDRA coding 
adverse event information including the 
indication for use and the narrative 
description of the event. 

2443 The system shall interface with the FDA 
MedDRA database. 

2444 The system shall record the MedDRA 
code(s) in all data elements identified in the 
ICH Electronic Submissions final document. 

2445 The system shall record unlimited MedDRA 
codes related to suspect adverse reactions. 

2446 The system shall identity the coder and the 
coding date for each ISR, 

2447 The system shall store-codes that have 
been submitted electronically. 

3491 The system shall provide the ability for the 
Safety Evaluators to obtain label text by 
section from the Excalibur System, clean up 
coding errors, and feed this corrected text 
through the autoencoder. 

3492 The system shall restrict the ability to update 
the coding for a new or revised drug label 

to the assigned Safety Evaluator. 

3633 The system shall provide the ability to 
access the following external systems: 
Medline, PDR, DQRS, WHO, and VAERS 
(CBER Safety Evaluators only). 

3362 The system shall provide access to a list 
that contains a standard range of laboratory 
values for use as a MedDRA coding 
reference for assignment of the appropriate 
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1740 The system must provide viewing capabilities to the IMT 
Dictionary with full access to: 

The descriptions of the IMT terms at all levels of the 
IMT Hierarchy 

The IMT Hierarchy and the multi-axial components 
as associated with a particular term(s) and Systems 
Organ Class(es) 

The IMT coding procedures, principles, and on-line 
training manual, if available 

1741 The system must provide a real time and batch interface 
to the FDA IMT encoding/autoencoding system 

1742 The IMT autoencoder should have the following 
capabilities: 

Ability to learn from previous matches 

1743 The IMT Coding Manual should contain the following: 

Definition of the IMT coding hierarchy and format 
Definition of the categories, sub-categories, and 

terms 

Description of coding principals, conventions, and 
rules including sequencing of codes, establishment of 
principle/primary reaction, use and establishment of NOS 
codes, coding of uncertain/undetermined indications or 
reactions, definitions of inclusion and exclusion terms, 


1744 The system must have the ability to add, edit, and delete 
FDA Lower Level Terms (LLT) to the IMT Hierarchy that 
are specific to the agency 

1745 The system must be able to validate the codes and report 
on quality and compliance related to coding 

1746 The system must be able to correct and track coding 
errors when detected; management reports should 
indicate the incorrect and corrected codes and the 

1747 The system must be able to identify reports that may have 
incomplete or erroneous data on the drug or 
manufacturer associated with the report 

1748 The system must be able to allow for correction of any 
errors made to the drug and manufacturer data 

1749 The system must be able to track the source {user or 
electronic report) of the drug and manufacturer data 

1750 The system must be able to produce Thank You Letters to 
Direct Reporters 

1751 The system must be able to process information on Direct 
Reporters, such as name and address, for Thank You 
Letters 

1752 The system must be able to produce Manufacturer 
Acknowledgment Letters on a routine basis (weekly, bi- 
weekly, monthly) 

1753 The system must be able to produce exception letters for 
those reports lacking the minimum data set 

1754 The system must be able to indicate the permanent AERS 
ID Number as a reference for the manufacturer if follow- 
up is necessary 

Sub Area: Version Control and Case Assignment 

1773 The system must be able to identify reports from Direct 
Reporters. Manufacturers, and Risk Assessors as 
Follow-up Reports 

1774 The system must be able to maintain report version and 
date of receipt history 

1775 The system must be able to maintain an audit trail of 
relevant dates (e.g., date received by FDA, date entered 
by FDA, date attachments received and processed, date 
of review by Risk Assessors, date coded, date follow-up 
received) for all reports 

1776 The system must be able to support automatic 


2602 The system shall provide viewing 

capabilities to the MedDRA dictionary with 
full access to descriptions of all MedDRA 
terms at all levels, the MedDRA hierarchy, 
the multiaxial components associated with 
particular MedDRA term(s) and SOC(s), 
coding principles, and on-line Help Text. 


3363 The system shall provide a real-time and 
batch interface to Autocode. 

2403 The system shall support the MedDRA 
autoencoder ability to leam from previous 
matches and to maintain history tables. 

2603 The system shall ensure that the MedDRA 
coding manual shall contain the following: a 
definition of the MedDRA coding hierarchy 
and format; the categories, sub-categories, 
terms and coding principles; the 
conventions and rules including codes; the 
establishment of principle/primary reaction; 
the use and establishment of not otherwise 
specified codes; the coding of 
uncertain/undetermined indications or 
reactions; and the inclusion definitions. 

2791 The system shall provide the ability to add, 
edit, and delete FDA LLTs to the MedDRA 
Hierarchy that are specific to FDA. 

3364 The system shall validate the MedDRA 
codes and report on quality and compliance 
related to MedDRA coding. 

3365 The system shall correct and track MedDRA 
coding errors when detected. 

2448 The system shall identify ISRs that may 
have incomplete or erroneous data on the 
associated drugs or manufacturers. 

2449 The system shall allow for correction of any 
errors made to drug or manufacturer data. 

2450 The system shall track the source (user or 
electronic report) of the drug and 
manufacturer data. 

3474 The system shall provide the ability to 
produce thank you letters to direct reporters. 

3475 The system shall provide the ability to 
process information on direct reporters for 
thank you letters (e.g., name, address). 

3476 The system shall provide the ability to 
produce manufacturer acknowledgment 
letters on a routine basis (i.e., weekly, 

3477 The system shall provide the ability to 
produce exception letters for ISRs that lack 
the minimum data set. 

3478 The system shall provide the ability to 
indicate a permanent ISR number on the 
generated letters as a reference for the 
manufacturer if follow-up is necessary. 

2459 The system shall identify ISRs from direct 
reporters, manufacturers, and Safety 
Evaluators as follow-up ISRs. 

3371 The system shall maintain ISR version and 
date of receipt history. 

2460 The system shall maintain an audit trail of 
relevant dates (e.g., date received by FDA, 
date entered by FDA, date attachments 
received and processed, date of review by 
Safety Evaluators. 

2461 The system shall support automatic 
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identification of multiple versions, duplicates, and follow- identification of multiple versions, duplicates, 

up Reports for a given case and follow-up ISRs for a given case. 

1777 The system must record and report “invalid" follow-ups 3372 The system shall record and report invalid 

(follow-up Reports with no Initial report) and not permit follow-ups (e.g., follow-up ISRs with no 

the update of “follow-up flag field” in the database for initial ISR) and not permit the update of 

these cases Follow-up Rag field in the database for 

1 778 The system must be able to link the follow-up to the case 2462 The system shall link a follow-up to the 

appropriate case, 

1779 The system must be able to link and validate the existence 2463 The system shall link and validate the 

of a Follow-up to an Initial report existence of a follow-up to an initial ISR. 

1780 The system must be able to link all reports associated 2464 The system shall link all ISRs associated 

with a case with a case. 

1 781 The system must be able to maintain for each report the 2465 The system shall maintain the date of receipt 

Date of Receipt by the FDA and its corresponding Report by the FDA and its corresponding date for 

Date (don't write over reports) each ISR. The system shall not enable 

over-writing ISRs. 

1782 The system should permit capture report data only as 2466 The system shall permit capture of ISR data 

they appear on the received form or transmission received only as they appear on the form or 

transmission received. 

1 783 The system must be able to automatically identify 2467 The system shall automatically identify 

duplicate reports and link them to the original duplicate ISRs and link them to the original 

corresponding ISR. 

1 784 The system must be able to “mask” a duplicate report 3373 The system shall mask a duplicate ISR from 

from primary surveillance processing by recording its primary surveillance processing by 

duplicate status recording its duplicate status. 

1785 The system must be able to assign an Adverse Event 2468 The system shall assign a case number for 

Case Number for each initial report for an adverse event each initial ISR for an adverse event. 

1786 The system must be able to link any subsequent duplicate 2469 The system shall link any subsequent 

or follow-up reports to the corresponding Case Number duplicate or follow-up ISRs to the 

corresponding case number. 

1 787 The system must allow the transfer or “re-linking” of a 2594 The system shall allow the transfer or re- 
report assignment from one report to another as well as linking of an ISR assignment from one ISR to 

from one case to another another as well as from one case to 

1788 The system must record and report all transactions that 2595 The system shall record and report all 

result in changes to an already processed report or case transactions that result in changes to an 

record already processed ISR or case record. 


Functional Area: Manage Dictionaries 

1996 BA Document 

Sub Area: Document Applicant Transition 

1672 The system must be able to access updated data 
pertaining to buyouts 

1673 System must be able to access updated data pertaining 
mergers 

1674 System must be able to access updated data pertaining 
all changes of responsibility within the pharmaceutical 
industry 


Sub Area: Maintain AERS Lower Level Terms 

1665 The system must be able to retain new AERS lower level 
IMT terms 

1666 The system must be able to link AERS lower level IMT 
terms to preferred terms 


Sub Area: Maintain AERS Special Category Terms 

1667 The system must be able to retain new AERS special 
category IMT terms 

1 668 The system must be able to link preferred terms to AERS 
special category IMT terms 

Sub Area: Maintain Drug Product Information 

1638 The system must be able to add and retain drug product 2886 The system shall provide the ability to add 


2619 The system shall retain new special 
category MedDRA terms. 

2614 The system shall link MedDRA PTs to special 
category MedDRA terms. 


2003 RTM 


3348 The system shall provide the ability to 
access updated data pertaining to buyouts. 

3349 The system shall provide the ability to 
access updated data pertaining to mergers. 

3350 The system shall provide the ability to 
access updated data pertaining to all 
changes of responsibility within the 
pharmaceutical industry.The system shall 
provide the ability to access updated data 
pertaining to all changes of responsibility 
within the pharmaceutical industry 


2600 The system shall retain new MedDRA LLTs. 

2601 The system shall link MedDRA LLTs to 
MedDRA PTs. 
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data including information about drug product formulation. 

1639 The system must be able to modify drug product data 
including information about drug product formulation. 

Sub Area: Maintain JMT Terms 

1663 The system must be able to load and retain new 
International IMT terms 

1 664 The system must be able to update International IMT terms 

Sub Area: Maintain Ingredient 

1635 The system must be able to retain ingredient data for both 
biologic and drug products. 

1636 The system must be able to update ingredient data for 
both biologic and drug products. 

1637 The system must be able to delete ingredient data, if 
justified for both biologic and drug products. 

Sub Area: Maintain Manufacturer Profile 

1669 The system must be able to add and retain a new product 
applicant profile. 

1670 The system must be able to update a product applicant 
profile. 

1671 The system must be able to access information pertaining 
to the licensing or authorization of a 
manufacturer/distributor or establishment for a product. 


and retain drug product data including 
information about drug product formulation. 

2887 The system shall provide the ability to 
modify drug product data including 
information about drug product formulation. 


2817 The system shall provide the ability to load 
and retain new international MedDRA terms. 

2818 The system shall provide the ability to 
update international MedDRA terms. 


2884 The system shall provide the ability to retain 
ingredient data for both biologic and drug 
products. 

2885 The system shall provide the ability to 
update ingredient data for both biologic and 
drug products. 

2823 The system shall provide the ability to delete 
ingredient data, if justified for both biologic 
and drug products. 

2888 The system shall provide the ability to add 
and retain a new product applicant profile. 

2875 The system shall provide the ability to 
update a product applicant profile. 

2428 The system shall provide the ability to 
access information pertaining to the 
licensing or authorization of a 
manufacturer/distributor or establishment 


Sub Area: Maintain Therapeutic Biologic Product 

1640 The system must be able to add and retain biologic 
product data including information about biologic product 

1641 The system must be able to modify biologic product data 
including information about biologic product formulation. 

Sub Area: Manage Drug Label Information 

1651 Provide the ability to copy text from any portion of a label 
into an MS- Word or WordPerfect document. 

1 644 Provide the ability to view the most current label for a 
new molecular entity or designated drugs of interest. 

1645 Provide the ability to access and view the appropriate 
drug label if user wants to view label for a generic drug 


1646 Provide the ability to track label changes, including the 
ability to display information about when it was last 
updated, the section that changed, and the reason for the 


1647 Provide the ability to create and view label history. 

1648 Provide the ability to add data about a new drug label. 

1649 Provide the capability to perform full text search on the 
most current product label. 

1650 Provide the capability to directly view image of a label 
from inside the AERS system. 

1652 Provide the ability to copy image of a label into an MS- 
Word or WordPerfect document. 

1653 Provide the capability to compare a label with other 
relevant drug labels that have the same pharmacological 
class or the same therapeutic indication class. 


Information 

2813 The system shall provide the ability to add 
and retain biologic product data including 
information about biologic product 

2814 The system shall provide the ability to 
modity biologic product data including 
information about biologic product 


2825 The system shall provide the ability to view 
the most current label for an NME or 
designated drugs of interest. 

2826 The system shall provide the ability to 
access and view the appropriate drug label 
if a user wants to view a label for a generic 
drug product. 

3479 The system shall provide the ability to track 
label changes, including the ability to display 
information about when it was last 
updated, the section that changed, and the 
reason for the change. 

3480 The system shall provide the ability to create 
and view label history. 

2827 The system shall provide the ability to add 
text for a new drug label. 

2773 The system shall provide the capability to 
perform a full text search on the most 
current product label. 

2828 The system shall provide the ability to 
directly view label images from inside the 

2775 The system shall provide the ability to copy 
the image of a label into a Microsoft Word or 
WordPerfect document. 

3481 The system shall provide the capability to 
compare a label with other relevant drug 
labels that have the same pharmacological 
class or the same therapeutic indication 
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1654 Provide the ability to print a portion or a complete label. 

1655 Provide the ability to compare a drug label with other 
relevant drug labels to promote identification of adverse 
reactions that are prevalent in a drug class, and use the 
results as screening criteria. 

1 656 Provide the ability to view on-line label information to 
obtain information needed for drugs that are not in the 
current Excalibur or AERS labeling system. 

1657 Provide the ability to IMT code all reactions and record 
their corresponding label section names for biologies and 
drug products. 

1658 Provide the ability to edit IMT terms for a drug or biologic 
label. 

1659 Provide the ability to view IMT terms upon request. 

1660 Provide the ability to IMT code, all indications for use listed 
on a drug or biologic label. 

1661 Provide the ability to access the autoencoder. 

1662 Provide the ability to handle search criteria which 
requires IMT coded labeled fields as input. 

Sub Area: Manage Expedited Transmission Status 

1677 The system must be able to add and retain new data 
pertaining to an applicant receiving MedWatch expedited 
transmissions 

1678 The system must be able to add and retain new data 
pertaining to a new product as the subject of MedWatch 
expedited transmissions 

1679 The system must be able to update data pertaining to the 
status of an applicant and its registered product(s) 

Sub Area: Manage Manufacturer/Applicant Contact 

1675 The system must be able to add and retain new data 
pertaining to a contact 

1676 The system must be able to update data pertaining to a 
contact 

Sub Area: Manage Product Classifications 

1642 The system must be able to create, modify, and inactivate 
AHFS classification data. 

1643 The system must be able to create, modify, and inactivate 
FDA standard drug and biologic class data. 


2776 The system shall provide the ability to print a 
portion or a complete label. 

3482 The system shall provide the ability to 
compare a drug label with other relevant 
drug labels to promote identification of 
adverse reactions that are prevalent in a 
drug class and use the results as screening 

2777 The system shall provide the ability to view 
on-line label information to obtain information 
needed for drugs not in the current labeling 
systems. 

2829 The system shall provide the ability to 
MedDRA code all reactions and record their 
corresponding label section names for 
biologies and drug products 

2830 The system shall provide the ability to edit 
MedDRA terms for a drug or biologic label. 

2831 The system shall provide the ability to view 
MedDRA terms upon request. 

2832 The system shall provide the ability to 
MedDRA code all indications for use listed 
on a drug or biologic label. 

2833 The system shall provide the ability to 
access the autoencoder. 

3483 The system shall provide the ability to 
handle search criteria that require MedDRA- 
coded labeled fields as input. 


2860 The system shall provide the ability to add 
and retain new data pertaining to an 
applicant receiving MedWatch expedited 

2861 The system shall provide the ability to add 
and retain new data pertaining to a new 
product as the subject of MedWatch 
expedited transmissions. 

2851 The system shall provide the ability to 
update data pertaining to the status of an 
applicant and its registered product(s), 

2819 The system shall provide the ability to add 
and retain new data pertaining to a contact. 

2820 The system shall provide the ability to 
update data pertaining to a contact. 


2816 The system shall provide the ability to 

create, modify, and inactivate FDA standard 
drug and biologic class data. 


Functional Area: Manage Requests for Information and Services 


1996 BA Document 

Sub Area: Generate Reports 

2087 The system must be able to identify report format by 
specifying header, footer, field, and data positions for 

2083 The system must provide the ability to run user specified 
"canned” or standard reports 

2084 A user must have the ability to adjust the content of 
reports and queries based on search criteria 

2085 The system must allow for the selection by a user of the 
output device including view, print, e-mail, or save to an 
ASCII and other standard file formats 

2086 The system must provide the ability to run reports based 
on user entered criteria 

2088 The system must provide access to AERS by CDER FOI 


2003 RTM 


371 1 The system shall provide the ability to run 
user- specified standard reports. 

2628 The system shall provide the ability to adjust 
the content of reports and queries based 
on search criteria. 

3593 The system shall allow selection by a user 
of the report output device including view, 
print, e-mail, or save to an ASCII and other 
standard file formats. 

3712 The system shall provide the ability to run 
reports based on user-entered criteria. 

3853 The system shall provide CDER FOI users 
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technicians, with access to the FOI query screens only 

2089 The system must capture management information, 
including number of queries in a time period 

2090 The system must provide the ability to run canned FOI 
reports, as well as ad hoc queries 

2091 The system must allow FOI technicians to run 
automatically redacted FOI queries, as well as retrieve 

Sub Area: Manage Approvals 

2043 Authorized users must have the ability to create an 
approval chain, indicating the individuals and the order 
necessary for approval of all request types 

2044 The system must capture the date a chain is entered and 
by whom 

2045 The system must be able to display the approval chain for 
the various request types 

2046 The system must allow a user to process approvals as 
automatically as possible 

2047 The system must capture the date a request is submitted, 
by whom, and to whom 

2048 The system must be able to automatically send a request 
for approval to the appropriate user in the approval chain 

2049 The system must automatically notify each level of 
approval of a request needing approval 

2050 The system must be able to record the decision, the date 
of the decision, and the name of the person who made 
the decision 

2051 The system must, after a decision is made, route 
notifications to the appropriate user, as well as route to 
the next level of the approval chain 

2052 An approver must be able to choose on-line whether 
he/she is to be notified of a final approval decision 

2053 The system must allow the user to view approval or 
action decision on-line and make the requested 

2054 The system must capture the date a request is adjusted 
and by whom 

2055 The system must capture date approved and by whom 
for each level of approval 


with access to the FOI query screens only. 

3466 The system shall capture management 
information including number of queries in a 
time period. 

3713 The system shall provide the ability to run 
canned FOI reports as well as ad hoc 

3467 The system shall allow FOI users to run 
automatically-redacted FOI queries and to 
retrieve images. 


3556 The system shall provide the ability to create 
an approval chain indicating the individuals 
and the order necessary for approval of all 
request types. 

3557 The system shall capture the date a chain is 
entered and by whom. 

3558 The system shall display the approval chain 
for the various request types. 

3559 The system shall allow a user to process 
approvals as automatically as possible. 

3560 The system shall capture the date a request 
is submitted, by whom, and to whom. 

3561 The system shall automatically send a 
request for approval to the appropriate user 
in the approval chain. 

3562 The system shall automatically notify each 
level of approval of a request needing 

3563 The system shall record the decision, the 
date of the decision, and the name of the 
person who made the decision. 

3564 The system shall, after a decision is made, 
route notifications to the appropriate user, 
as well as route to the next level of the 
approval chain. 

3566 The system shall provide the ability to 
choose notification of a final approval 

3565 The system shall allow the user to view 
approval or action decision on-line and make 
the requested adjustment. 

3567 The system shall capture the date a consult 
request is adjusted and by whom. 

3568 The system shall capture date approved 
and by whom for each level of approval. 


Sub Area: Manage Assignments 

2013 A user must have the ability to view his/her workload on- 

2014 A supervisor must have the ability to view an individual’s 
workload, as well as total workload for a specified group 
of users 

2015 The system must provide the ability to view, print, or 
download workload summaries and reports 

2016 The system must be able to automatically assign requests 
to users, based on system tables detailing user/task 
relationships 

2017 A supervisor must have the ability to assign requests on- 
line to users 

2018 A system administrator or supervisor must have the 
ability to create/update/edit/view assignment tables 
detailing individuals and their task assignments 

2019 The system must automatically track all changes, the date 
a change was made, and by whom 

2020 The system must be able to establish a relationship 
between a user and a request 

2021 The system must capture the date a request is assigned 


3527 The system shall provide the ability to view 
consult workload on-line. 

3528 The system shall provide the ability to view 
an individual's consult workload, as well as 
total workload for a specified group of 

3529 The system shall provide the ability to view, 
print, or download consult workload 
summaries and reports. 

3530 The system shall automatically assign 
consult requests to users, based on system 
tables detailing user/task relationships. 

3531 The system shall provide the ability to 
assign consult requests on-line to users. 

3532 The system shall provide the ability to 
create, update, edit, and view consult 
assignment tables detailing individuals and 
their consult task assignments. 

3533 The system shall automatically track all 
consult changes, the date a change was 
made, and by whom. 

3534 The system shall establish a relationship 
between a user and a consult request. 

3535 The system shall capture the date a consult 
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to a user and by whom (if manual) 

2022 A supervisor must be able to change information about 
the assignment in a user's inbox, and automatically notify 
the user of the change 

2023 The system must capture the date an assignment is 
updated and by whom 

2024 A supervisor must have the ability to change the 
request/user relationship on-line and route the reassigned 
assignment 

2025 The system must capture the date an assignment is 
reassigned and by whom 


2026 A supervisor must have the ability to delete an 

2027 The system must capture the date an assignment is 
deleted and by whom 

2028 The system must capture tracking information about 
assignments, and provide management reporting on the 
information gathered 

2029 The system will keep a history of all assignments; to 
whom they have been assigned/reassigned; current 
status; and the dates assignments were assigned, 
reassigned, updated, or deleted, and by whom 

2030 The system will track request status (closed, in progress) 
for each request 

2031 The system must capture the date any changes in status 
take place and who changes the status 

Sub Area: Manage Notifications 

2056 The system must automatically create notifications of 
assignment, reassignment, disapproval, and performance 
standard problem 

2057 The system must automatically send notification to 
appropriate user’s inbox 

2058 The system must automatically notify a user of an 
assignment 

2059 The system must automatically notify a user of a 
reassignment 

2060 The system must automatically notify an approver of a 
request needing an approval decision 

2061 The system must automatically notify a user of a 

2062 An approver must be able to choose on-line whether 
he/she is notified of a final approval decision 

2063 Automatically notify system administrator of a 
performance standard problem based on the 

2064 The system must provide the ability to customize an 
inbox, according to user detailed criteria 

2065 A user or supervisor must be able to assign a priority to 
incoming tasks, showing the order in which they should 
be processed 

2066 Must be able to assign a priority to a task (high, normal, 

2067 The system must be able to sort by date received, date 
due, type, priority, drug, and manufacturer 

2068 The system must provide the ability to report on both 
individual and total workload 

2069 Allows the viewing of both individual and group 


request is assigned to a user and by whom 
(if manual). 

3536 The system shall provide the ability to 
change information about the consult 
assignment in a user’s Inbox and 
automatically notify the user of the change. 

3537 The system shall capture the date a consult 
assignment is updated and by whom. 

3538 The system shall provide the ability to 
change the consult request/user 
relationship on-line and route the reassigned 

3542 The system shall keep a history of all 
consult assignments, whom they are 
assigned and reassigned to, current status, 
and the dates assigned, reassigned, 
updated, or deleted, and by whom. 

3539 The system shall provide the ability to delete 
a consult assignment. 

3540 The system shall capture the date a consult 
assignment is deleted and by whom. 

3541 The system shall capture tracking 
information about consult assignments and 
provide management reporting on the 
information gathered. 

3542 The system shall keep a history of all 
consult assignments, whom they are 
assigned and reassigned to, current status, 
and the dates assigned, reassigned, 
updated, or deleted, and by whom. 

3543 The system shall track consult request 
status (i.e., dosed, in progress) for each 

3544 The system shall capture the date any 
changes in status take place and who 
changes the status. 


3569 The system shall automatically create 
notifications of consult assignment, 
reassignment, disapproval, and 
performance standard problem. 

3570 The system shall automatically send 
notification to appropriate user's inbox 

3571 The system shall automatically notify a user 
of a consult assignment. 

3572 The system shall automatically notify a user 
of a reassignment. 

3573 The system shall automatically notify an 
approver of a request needing an approval 
decision. 

3574 The system shall automatically notify a user 
of a disapproval. 

3566 The system shall provide the ability to 
choose notification of a final approval 

3575 The system shall automatically notify the 
System Administrator of a performance 
standard problem. 

3576 The system shall provide the ability to 
customize an Inbox according to user- 
detailed criteria. 

3577 The system shall provide the ability to 
assign a priority to incoming consult tasks 
showing the order in which they are 

3578 The system shall assign a priority to a 
consult task (i.e., high, normal, low). 

3579 The system shall sort by date received, date 
due, type, priority, drug, and manufacturer. 

3529 The system shall provide the ability to view, 
print, or download consult workload 
summaries and reports. 

3580 The system shall allow the viewing of both 
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assignments, including date assigned, date due, who 
assigned to, type, drug, and reaction 

Sub Area: Manage Receipt of Consult Request 

2009 The system must have the ability to record date request 
received and by whom 

2010 Must provide ability to assign a request type to a request 
(congressional, consult, etc.) 

201 1 Must be able to assign a priority to a request (high, 
normal, low) 

2012 The system must capture the following about each 
request: Requester Name, Requester Organization, Date 
Received, Date Due, Supervisor Name 

Sub Area: Manage Workflow 

2070 The system must allow the on-line management of 
workflow chains 

2071 The system must allow for the on-line establishment of 
workflow chains, detailing the steps a request must be 
automatically routed through 

2072 The system must capture date created and by whom 

2073 The system must allow for the changing of workflow 
information on-line by a system administrator 

2074 The system must capture date modified and by whom 

2075 The system must provide the ability for a system 
administrator or supervisor to view an entire workflow 
chain on-line, printed, or downloaded 

2076 The system must provide the ability for a system 
administrator or supervisor to delete an entire workflow 
chain or a portion of one 

2077 The system must capture date deleted and by whom 

2078 The system must allow for the generation of workflow 
reports 

2079 The system must allow on-line management of 
performance standards 

2080 The system must capture date created and by whom 

2081 The system must capture date updated and by whom 

2082 The system must be able to produce performance 
standard reports dealing with the entered standards 

Sub Area: Process Consult Request 

2032 Provide Canned and Ad Hoc searches for users to query 
the database 

2033 Adjust the content of reports and queries based on 
search criteria 

2034 The system must save user entered search criteria 

2035 Users must have the ability to retrieve AERS data and 
incorporate it into COTS word processing or spreadsheet 
software 

2036 The system must capture information indicating which 
user created each response, as well as the date created 
and modified 

2037 The system must be able to save responses and link 
unique ones to the Drug Safety Profile of the appropriate 

2038 The system must provide the ability to electronically route 
a response to requesters by e-mail 


individual and group consult assignments 
including date assigned, date due. whom 
assigned to, type, drug, and reaction. 


3897 The system shall record date consult 
requests received and by whom. 

3525 The system shall provide the ability to 
assign a request type to a request (e.g., 
congressional, consult). 

3526 The system shall assign a priority to a 
consult request (i.e., high, normal, low). 

3898 The system shall capture the following 
fields about each consult request: 
Requester Name, Requester Organization, 
Date Received, Date Due, and Supervisor 


3581 The system shall allow the on-line 
management of consult workflow chains. 

3582 The system shall allow on-line establishment 
of consult workflow chains, detailing the 
steps a request must be automatically 
routed through. 

3583 The system shall capture date consult 
created and by whom. 

3584 The system shall allow for the changing of 
consult workflow information on-line by a 
System Administrator. 

3585 The system shall capture date consult 
modified and by whom. 

3586 The system shall provide the ability for a 
System Administrator or Supervisor to view 
an entire workflow chain on-line, printed, or 
downloaded. 

3587 The system shall provide the System 
Administrator or Supervisor to delete a 
portion or an entire workflow chain. 

3588 The system shall capture date deleted and 
by whom. 

3589 The system shall allow generation of 
workflow reports. 

3590 The system shall allow on-line management 
of performance standards. 

3591 The system shall capture date created and 
by whom. 

3592 The system shall capture date updated and 
by whom. 

3843 The system shall produce performance 
standard reports dealing with the entered 
standards. 


3545 The system shall provide canned and ad 
hoc searches for users to query the 

3546 The system shall adjust the content of 
reports and queries based on search 

3547 The system shall save user-entered search 
criteria. 

3548 The system shall provide the ability to 
retrieve data and incorporate it into COTS 
word processing or spreadsheet software. 

3549 The system shall capture information 
indicating which user created each 
response and the date created and 

3550 The system shall save and link unique 
responses to the Drug Safety Profile of the 
appropriate drug. 

3551 The system shall provide the ability to 
electronically route a response to 
requesters by e-mail. 
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2039 The system must capture the date the response is 
delivered, to whom, and by whom 

2040 A user or supervisor must have the ability to close a 

2041 The system must capture the date the request is dosed 
and by whom 

2042 The system must flag a closed request as "Closed" 


3552 The system shall capture the date the 
response is delivered, to whom, and by 

3553 The system shall provide the ability to dose 
a request. 

3554 The system shall capture the date the 
request is closed and by whom. 

3543 The system shall track consult request 
status (i.e. , closed, in progress) for each 


Functional Area: Manage Risk Assessment 
1996 BA Document 
Sub Area : Manage ADR Review 

1346 An authorized user shall have the ability to establish, 
modify, and delete the rules for automatic generation of 
follow-up requests (i.e., missing data on a report). 

1347 The system shall periodically screen ADR reports for 
purposes of flagging and generating automatic written 
follow-up request letters based on pre-defined follow-up 

1848 The system shall provide for automated generation of a 
follow-up letter for those reports that are flagged as 
matching the pre-defined follow-up criteria (see Process 
Follow-Up Criteria). 

1 849 The user will have the ability to request a follow-up 
activity (oral follow-up, or written correspondence) to 
clarify an adverse event report/case. This request 
should indude the target for the follow-up, the type of 
follow-up activity to be performed, the date the request 
was made, and the requester. 

1850 The system should create an REB Follow-up or REB Initial 
Report when an oral follow-up request is received. This 
report should be populated with values from the last 
received direct report associated with the case or with 

the values from the last received report regardless of 
report source for the case. The risk assessor should be 
given complete edit capability for modifying or changing 

1 851 The system shall provide on-line questionnaire information 
to support risk assessor telephone case Follow-Up. 

1852 The system must be able to link all risk assessor follow- 
up reports to associated reports and to an associated 

1853 The system shall be able to link follow-up information 
received from a written request to the appropriate follow- 
up request activity to support follow-up performance 
measurement. 

1 854 The system will provide the ability to record comments for 
a risk assessor follow-up report. 

1855 The system must be able to record the FDA receipt date, 
report date, and version for each follow-up report. 

1 856 The system shall record risk assessor follow-up reports 
with direct reporters as initial direct reports for cases that 
have no prior recorded direct report. 

1857 The system shall provide the appropriate option to locate 
an initial report for a case, given information on the risk 
assessor follow-up report. 

1858 The system must permit the risk assessor to manually 
assign or reassign a report to an initial report and/or to an 
existing case. 

1859 The system shall generate a standard follow-up letter for 
written follow-up requests using information from the 
AERS database to customize the letter and the mailing 
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3605 The system shall provide the ability to 
establish, modify, and delete the rules for 
automatic generation of follow-up requests 
(i.e., missing data on an ISR). 

3606 The system shall periodically screen ISRs 
for purposes of flagging and generating 
automatic written follow-up request letters 
based on pre-defined follow-up criteria. 

2648 The system shall provide automated 
generation of a follow-up letter for ISRs that 
are flagged as matching the pre-defined 
follow-up criteria. 

2649 The system shall provide the ability to 
request follow-up activity (e.g., oral follow- 
up, written correspondence) to clarify an 
ISR. This request shall include the person 
contacted for the follow up and the type of 

2650 The system shall provide the ability to create 
a Safety Evaluator follow up or Safety 
Evaluator initial ISR when an oral follow-up 
request is received. This ISR shall populate 
with values from the last received direct ISR 
associated with the case. 

3607 The system shall provide on-line 
questionnaire information to support Safety 
Evaluator telephone case follow up. 

2651 The system shall link all Safety Evaluator 
follow-up ISRs to associated ISRs and to an 
associated case. 

2652 The system shall link follow-up information 
received from a written request to the 
appropriate follow-up request activity to 
support follow-up performance 

2653 The system shall provide the ability to 
record comments for a Safety Evaluator 
follow-up ISR. 

2654 The system shall record the FDA receipt 
date, report date, and version for each 
follow-up ISR. 

2655 The system shall record Safety Evaluator 
follow-up ISRs with direct reporters as initial 
direct ISRs for cases that have no prior 
recorded direct ISR. 

2656 The system shall provide the option to locate 
an initial ISR for a case, given the 
information on the Safety Evaluator follow- 

2657 The system shall permit Safety Evaluators to 
manually assign or reassign an ISR to an 
initial ISR and/or an existing case. 

2658 The system shall generate a standard 
follow-up letter for written follow-up 
requests using information from the system 
database to customize the letter and the 
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1860 The system shall record all oral and written follow-up 2659 The system shall record all oral and written 

activities, including follow-up status, dates, contacts, follow-up activities, including follow-up 

reviewer, and comments associated with a case. status, dates, contacts, reviewer, and 

comments associated with a case. 

1861 The system shall provide the ability to establish a 2660 The system shall provide the ability to 

reminder flag for follow-up activities. establish automatic notification for follow-up 

activities. 

1862 The user shall have the capability to change follow-up 3608 The system shall provide the ability to 

status from open to dosed. The system will record all change follow-up status from Open to 

changes to follow-up activity status. Closed. The system shall record all 

changes to follow-up activity status. 

1863 The user will have the ability to record comments 2620 The system shall provide the ability to 

associated with an ADR report or merged case. record comments about a case. 

1 864 The system shall populate merged case comment fields 2662 The system shall populate merged Case 

with data from all comments of all reports related to a Comment fields with data from all comments 

merged case and provide the user with full edit rights on of all reports related to a merged case and 

the comment data. provide the user with full edit rights on the 

comment data. 

1865 The risk assessor shall have full edit rights to modify or 2663 The system shall provide Safety Evaluators 

add to the comment data of a report or merged case over with full edit rights to modify or add to the 

comment data of a report or merged case 

over time. 

1866 The risk assessor shall have the capability to access and 3609 The system shall provide the ability to 

view a pull down list of normal value ranges for common access and view a pull-down list of normal 

lab tests to assist in diagnosis of the severity of the value ranges for common lab tests, 

reported patient reaction and lab test results. 

1 867 The system shall provide the ability to record the risk 3610 The system shall provide the ability to 

assessor’s clinical assessment for a case including record the Safety Evaluator's clinical 

evaluation of confounding factors, assessment for a case including evaluation 

rechallenge/dechallenge, biological plausibility, temporal of confounding factors, rechallenge or 

plausibility, and text comments. dechallenge, biological plausibility, and 

1868 Provide the ability to record the strength of an initial case 361 1 The system shall provide the ability to 

and its potential for case series development record the strength of an initial case and its 

potential for case series development. 

1869 The system shall keep a history of changes to the 3612 The system shall archive changes to ISRs 

report/merged case assessment. and merged case assessments. 

1870 The system shall provide the user with a view of the 2664 The system shall provide a view of the 

latest case assessment and merged case report data or latest case assessment, merged case ISR 

"best report" data when a case is included in a case data, or best representative ISR data when 

a case is included in a case series. 

1871 The risk assessor will have the ability to record and store 2665 The system shall provide the ability to 

the coding of the diagnosis and relevant IMT terms for a record and store the coding of the 

report or a merged case report. This information will be diagnosis, relevant MedDRA terms, and the 

kept in addition to the reporter and manufacturer provided reporter for an ISR or a merged case ISR. 

IMT terms. The risk assessor’s coding or FDA coding for 

the merged case report or best case report will be used 

for searches through the AERS database (i.e., creating a 

case series). 

1872 The system should provide the ability to create a merged 3613 The system shall provide the ability to create 

case report that summarizes the results of all the adverse a merged case report that summarizes the 

reports (direct, manufacturer, follow-up, etc.) regarding results of all the adverse reports (e g., 

a single event. direct, manufacturer, follow-up) regarding a 

single event. 

1873 Upon receipt of a valid risk assessor request to create a 3614 The system shall automatically populate the 

merged case report, the system will automatically appropriate fields of a merged case report 

populate the appropriate fields of the merged case report with default values from the latest recorded 

with the default values of the latest recorded direct direct ISR upon a Safety Evaluator's request, 

report. If no direct report exists for a case, then the last 

recorded manufacturer report values will be used 
instead. The system should identify for the risk assessor 
differences in field values between the last received 
direct and manufacturer reports. Risk assessors should 
be able to either select one of these default values or 
provide their own. 

1874 The system should record the date and risk assessor 2666 The system shall record the date and Safety 

identification associated with the initial creation or Evaluator identification associated with the 

subsequent update of a merged case report. initial creation or subsequent update of a 

merged case ISR. 

1875 The system should provide the ability for a risk assessor 2667 The system shall provide the ability to link 

to link multiple manufacturer or direct reports to a single multiple manufacturers or direct ISRs to a 
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single case. 

1876 The user will have the ability to modify the merged case 2668 The system shall provide the ability to 

report based upon the receipt of new information or modify the merged case report based upon 

follow-up reports. the receipt of new information or follow-up 

1 877 The user shall have the ability to view all reports and 2670 The system shall provide the ability to view 

attachments associated with a case and select any of alt ISRs and attachments associated with a 

the following options - view the data (drill down case view specific ISR data (drill down 

capability) for a specific report or the image of a selected capability) or specific ISR images. 

report or the image of an attachment that is linked to a 


Sub A rea: Manage Case Series 

1 890 The user will have the ability to view or print search 
summary statistics based on the performed case series 
search. An example statistic is the total number of 
occurrences (reports/cases, drugs, manufacturers, etc.) 
for a given search or a given search criteria (outcome, 

1878 The user will have the ability to select which type of new 2669 The system shall provide the ability to select 

search (report, drug, reaction, label) he/she would like to search types (e g., ISR, drug, reaction, 

construct. The system shall then provide an interactive label) and the system shall then provide an 

utility, based on the search type, to help establish the interactive utility based on those new 

search criteria. search types. 

1879 The user will have the ability to view and select ADR 2672 The system shall provide the ability to view 

event criteria for performing a search against the and select ISR event criteria for searches 

report/case database for the purpose of generating a against the ISR/case database. 

case series. This criteria will include the selection of a 
reported drug or biologic (i.e., biologic product lot. biologic 
product, drug product or drug generic base or other 
special drug group) and a reported IMT term (i.e., 
preferred term, HLGT, HLG, SOC or standard or personal 
search category) and selected ADR event related criteria 
(i.e., date of event, sex or age of the patient, part of the 
country, report type, report source, report "seriousness" 

1880 The user shall have the ability to view and select search 2671 The system shall provide the ability to view 

criteria for performing a drug search against the drug and select search criteria drug searches 

dictionary. against the drug dictionary. 

1881 The user shall have the ability to view and select search 2673 The system shall provide the ability to view 

criteria for performing a manufacturer search against the and select search criteria for manufacturer 

manufacturer dictionary. searches from the manufacturer dictionary. 

1882 The user shall have the ability to view and select search 2675 The system shall provide the ability to view 

criteria for performing a drug label search against the and select search criteria for drug label 

AERS drug label database. searches against the drug label database. 

1883 The system shall provide the ability to browse the IMT 2674 The system shall provide a MedDRA 

database to easily and graphically view related entities database browser to graphically view 

associated with a particular IMT entity (HLT, HLGT, PT, related entities associated with a particular 

LLT, search category). MedDRA entity (HLT, HLGT, PT, LLT, search 

1884 The system shall provide users the ability to create a 2678 The system shall provide the ability to create 

special IMT search category, by offering a save and a MedDRA search category through save, 

name option and edit option for IMT search results. name, and edit options for MedDRA search 

Special search category data will include a creation date, results. 

user ID, search category name, search category 
comment, and selected IMT codes). 

1 885 The system shall provide users with the capability to 2677 The system shall provide users with the 

view all personal search categories, regardless of capability to view all personal search 

creator, and to update or inactivate those IMT special categories, regardless of creator, and to 

search categories that were created by them. update or inactivate those MedDRA search 

categories that were created by them. 

1886 The system shall provide the user the ability to create a 2679 The system shall provide the ability to create 

user defined drug criteria group by offering a save and drug criteria groups though 

name option and edit option for drug database search 
results. User defined drug criteria group data will include 
a creation date, user ID, drug group name, drug group 
comment, and selected drug names and IDs. 

1 887 The system shall provide users with the capability to 2678 The system shall provide users with the 

view all user defined drug criteria groups, regardless of capability to view all personal drug groups, 

creator, and to update or inactivate those special drug regardless of creator, and to update or 

groups that were created by them. inactivate those drug groups that were 

created by them. 

1888 The system shall provide the user the ability to create a 2845 The system shall provide users with the 

special manufacturer group by offering a save and name capability to view all personal manufacturer 
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option and edit option for manufacturer database search 
results. Special manufacturer group data will include a 
creation date, user ID, manufacturer group name, 
comment, and selected manufacturer names and IDs. 

1889 The system shall provide users with the capability to 
view all user defined manufacturer groups, regardless of 
creator, and to modify or inactivate those user defined 
manufacturer groups that were created by them. 

1891 Case series work assignments generated from 

secondary surveillance criteria are to have the same 
capabilities as case series created from an initial search 
against the case/report database. 


1892 The risk assessor will have the capability to record the 
trigger event (consult request, primary surveillance work 
assignment, secondary surveillance, literature 
reference), and a specific reference entity (report 
number, literature ID, etc.) for each case series. 

1893 The user will have the ability to create, view, edit, save, 
print, and inactivate a case series. 

1 894 The user will have the ability to perform a search of 
existing case series and view or print these case series. 
The user will have an option to update an existing case 
series (i.e., to use the specified case series information 
to populate a new case series and the case series’ 
associated search criteria to update the contents of the 
original). Both the original case series and the update will 
be maintained as separate data entities. 

1895 The risk assessor will have the ability to view a line listing 
of all cases within the case series. Each case line listing 
should include key data to assist the assessor in quickly 
determining whether a case warrants fu.rther 
investigation. These data may include key attributes of 
the case assessment, such as confounding factors, 
rechallenge/dechallenge, biological plausibility, 
seriousness of outcome, and temporal plausibility. 

1896 The user will have the ability to record a case series 
query and all subsequent edits (addition and removal of 
individual cases, dates, reasons), plus assessment and 
comments associated with the final case-series result. 


1897 System default for create a case series should include all 
reports/cases, regardless of labeledness, with the ability 
to easily view and separate labeled from unlabeled 
reports/cases. System should permit ability to request 
just labeled or unlabeled reports without requiring the 
user to create a user defined search criteria group. 

1898 The user will have the ability to request a search of 
reported drug interactions containing specified IMT terms 
and/or containing one or more drugs. 

1899 The user will have the ability to request all ADR 
reports/cases (search of report/case database) 
associated with a drug whether or not the drug is listed 
as suspect or concomitant in conjunction with one or 

1900 The user will have the ability to request a search of 
reported drug interactions with selected IMT terms and 
with one or more drugs. 

1901 The user will have the ability to request a search of all 
ADR reports/cases for a particular standard drug or 
biologic group such as by AHFS code or FDA 

1902 The system default for a drug should be the generic name 
without requiring the user to create a special drug group 
prior to requesting a case series creation (a search of 

the report/case database). The system should 


groups, regardless of creator, and to 
update or inactivate those manufacturer 
groups that were created by them. 

2845 The system shall provide users with the 
capability to view all personal manufacturer 
groups, regardless of creator, and to 
update or inactivate those manufacturer 
groups that were created by them. 

3615 The system shall provide the same 
capabilities (i.e., send to reports, refresh, 
and edit case series) as a case series 
created from an initial search against the 
case/ISR database to case series work 
assignments generated from secondary 

3616 The system shall provide the ability to 
record trigger events (e.g., consult 
requests, primary surveillance work 
assignments, secondary surveillance, 
literature references) and specific 
reference entities (e.g.. report number). 

2681 The system shall provide the ability to 
create, view, edit, save, print, and inactivate 
a case series. 

2682 The system shall provide search, view, 
print, and update options for existing case 


2683 The system shall provide Safety Evaluators 
with the ability to view a line listing of all 
cases within the case series. Each case 
line listing shall include key data for quick 
determination of further investigation. 


2684 The system shall provide the ability to 
record a case series query, all subsequent 
edits (addition and removal of individual 
cases, dates, reasons), assessments, and 
comments associated with final case series 
results. 

361 7 The system shall provide a default to include 
all cases, regardless of labeledness, when 
creating a case series and shall provide the 
ability to easily view and separate labeled 
from unlabeled cases. 

2685 The system shall provide the ability to 
search reported drug interactions containing 
specified MedDRA terms and/or one or 

2686 The system shall provide the ability to 
search all ISRs and cases associated with 
a drug regardless of whether the drug is 
listed as the primary suspect drug or a 

2687 The system shall provide the ability to 
search reported drug interactions with 
selected MedDRA terms and one or more 

3618 The system shall provide the ability to 
search all ISRs and cases for a particular 
standard drug or biologic group such as 
AHFS code or FDA pharmacological 

2688 The system default for a drug name shall be 
the drug's generic name and shall not 
require a user to create a special drug 
group prior to requesting a case series 
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automatically search for all formulations containing a 
generic drug unless otherwise specified by the user. 

1903 The user will have the ability to create a case series 2689 The system shall provide the ability to create 

(search of the report/case database) with more than one a case series with one or more drugs and 

drug and more than one IMT term. MedDRA terms. 

1 904 The system wilt have the ability to give parameters for 2690 The system shall provide parameters for 

time period, age, weight, and other relevant ADR event time period, age, weight, and other relevant 

related criteria (e.g., greater than, less than, etc.). ISR event related criteria (e.g., greater than, 

less than). 

1905 The system shall permit the user to change the status of 2691 The system shall provide the ability to 

a case series or MAR from Active to Inactive. For change the status of a case series or MAR 

example, if a regulatory action or decision has already from active to inactive. 

been made concerning a specific drug/reaction, then an 

active case series should be changed to inactive based 

upon this decision. 

1906 The system shall allow the user to manually add or delete 2693 The system shall provide the ability to 

cases from a case series that has an "active" update manually add or delete active cases from a 

case series. 

1907 The user will have the ability to view case series 2692 The system shall provide the ability to view 

changes, including addition or deletion dates. case series changes, including addition or 

deletion dates. 

1908 The user will have the ability to deactivate the automatic 2694 The system shall provide the ability to 

update of a case series. deactivate the automatic update of a case 

series. 

1909 The system shall permit the user to request an update to 2695 The system shall provide the ability to 

a case series when new cases/reports are entered into update a case series. 

the system that meet the stored query criteria associated 
with the case series. 

1910 The appropriate risk assessor will be permitted to add a 2696 The system shall provide the ability to add a 

new case to a case series. new case to a case series. 

1911 The system shall allow the risk assessor to flag certain 2697 The system shall provide the ability to flag 

cases in the case series as being pivotal to the overall certain cases in the case series as pivotal, 

strength of the case series. Subsequent modifications, 

additions, and deletions of these flags should be allowed 
if the case series status is active. 

1912 The system will provide the ability to use statistical and 3619 The system shall provide the ability to use 

graphical tools, such as SAS and CrossGraph, to perform statistical and graphical tools such as SAS 

analysis of a case series. and CrossGraph to perform analysis of a 

case series. 

1913 The system will provide the ability to view both case 3620 The system shall provide the ability to view 

series data and drug usage data in graphical or tabular case series data in graphical or tabular form. 

1914 The system will provide the ability to access external 3621 The system shall provide the ability to 

clinical morbidity data if they are available for use in access external clinical morbidity data for 

providing signal context information. use in signal context information. 

1915 The system will provide the ability to manipulate or view, 3622 The system shall provide the ability to 

using statistical and graphical tools, all data fields which manipulate or view all data fields in an 

are part of any case that is a member of an active case active case series using statistical and 

graphical tools. 

1916 The system will provide the ability to perform biologic lot 3623 The system shall provide the ability to 

analysis to compare frequency and percentage of ADR perform biologic lot analysis to compare 

reported reactions across biologic lots for a particular frequency and percentage of reported 

biologic product. reactions across biologic lots for a 

1917 The system will provide the ability to access, capture, 3624 The system shall provide signal context data 

and manipulate denominator data from external data through the access, capture, and 

sources, such as IMS, to provide signal context data. manipulation of denominator data from 

external data sources such as IMS. 

1918 The system will provide the ability to access and 3625 The system shall provide the ability to 

manipulate denominator data without requiring in-depth access and manipulate denominator data 

knowledge of how IMS works. without in-depth knowledge of IMS' data and 

service offerings. 

1919 The system will provide the ability to transform or 3626 The system shall provide the ability to 

manipulate denominator data with statistical and graphical transform or manipulate denominator data 

with statistical and graphical analysis tools. 

1920 The system will provide the appropriate denominator data 3627 The system shall provide the appropriate 

to support calculation of estimated magnitude of exposure denominator data to support calculation of 

and other risk assessor defined calculations. estimated magnitude of exposure and other 

Safety Evaluator-defined calculations. 

1921 The risk assessor will have the ability to record his/her 3628 The system shall provide the ability to 

evaluation of the case series, based upon assessment of record case series evaluations based on 

causality criteria, such as confounding factors, biological causality criteria assessment such as 
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plausibility, temporal relationships, 
rechallenge/dechallenge data, etc. 

1922 The system shall provide an automatic notification to the 
appropriate reviewer to notify him/her that a case series 
assessment may need to be updated due to a change in a 
case assessment that is part of the case series. 

1923 The system shall provide the ability to record case series 
comments and case series assessment with a default 
population of the appropriate fields from all pivotal cases 
within a case series and with full risk assessor edit 

1924 The system shall provide the ability to save a case series 
assessment as a word processing file. 

1925 The system shall track what information (cases, case 
assessments, etc.) was available at the time of the case 
series assessment to permit case series reconstruction. 


1926 The system shall provide the ability to access the 
following external systems from within AERS: Medline. 
PDR, DQRS, ISS, and WHO In addition, CBER risk 
assessors will also require access to VAERS and the 
CBER Lot Management System. 

1927 The system shall allow the user to link summarized raw 
data files from an external system (Medline, PDR, IMS 
America, and WHO) to the case series confirmation 

1 928 The system shall provide the ability to link query results 
from the IMS system (NDTI, NPA, etc.) to the case series 
assessment. 

1929 The authorized user will have the ability to view the 
current status and history of statuses, dates, comments, 
and activities associated with a case series. 

Sub Area: Manage Surveillance Methods 

1825 The system will permit all risk assessors to view the 
current standard DME criteria list. 

1823 The system shall provide the appropriate users with the 
ability to create, edit, and delete a standard DME 
(Designated Medical Event) criteria list to be used for 
primary surveillance. 

1824 The system will maintain an audit trail of all changes to the 
standard DME criteria list and permit viewing of these 
changes by appropriate parlies. 

1 826 Each user will have the option to suppress the 
designation as "active" assignment of reports that meet 
the standard DME criteria for specified drugs for which 
he/she has responsibility. 

1827 The system will display total count or number of ADR 
reports for a suppressed drug and reaction pair as part 
of the user’s assigned workload. 

1828 Each user and his/her manager should have the capability 
to view his/her individual criteria, including suppressed 
standard DME criteria and drug, and the activation date 
for each of the criteria. 

1 829 Each user will have the ability to create, modify, view, 
and delete individual criteria that will be drug and reaction 
based for flagging reports for primary surveillance work 
assignments. 

1830 The system shall screen incoming ADE reports upon their 
entry into the AERS system and flag adverse event 
reports that meet the standard DME criteria, serious and 
unlabeled criteria, or individual primary surveillance 

1831 The system shall assign and deliver the reports flagged 
by primary surveillance to the risk assessor with suspect 
drug review responsibility. 

1 832 The system must support automatic identification and 


confounding factors, biological plausibility, 
and temporal relationships. 

3629 The system shall provide an automatic 
notification to Safety Evaluators when a 
case series assessment may require 
updating due to a change in a case 

3630 The system shall provide the ability to 
record case series comments and 
assessments with appropriate field default 
population from all pivotal cases within a 

3631 The system shall provide the ability to save 
a case series assessment as a word 
processing file. 

3632 The system shall provide tracking 
capabilities of what information (e.g., cases, 
case assessments) was available at the 
time of the case series assessment to 
permit case series reconstruction. 

3633 The system shall provide the ability to 
access the following external systems: 
Medline, PDR. DQRS, WHO, and VAERS 
(CBER Safety Evaluators only). , 

3634 The system shall provide access to 
summarized raw data files from external 
systems (e.g., Medline, PDR, IMS, WHO) to a 
case series confirmation analysis. 

3635 The system shall provide the ability to 
access query results from the IMS system 
(e.g., NDTI, NPA) to the case series 

2698 The system shall provide the ability to view 
the current status, status history, dates, 
comments, and activities associated with a 
case series. 


2726 The system shall provide users the ability to 
add personal DMEs. 


3854 The system shall maintain audit trails for all 
functional data changes within the 

2638 The system shall provide the option to 
suppress the designation as active 
assignment of ISRs that meet the standard 
DME criteria for specified drugs for which 
the user has responsibility. 

3595 The system shall display total number of 
ISRs for a suppressed drug and reaction 
pair as part of the user's assigned workload. 

2639 The system shall provide the ability to view 
individual criteria including suppressed 
standard DME criteria and drug and the 
activation date for each of the criteria. 

2640 The system shall provide the ability to 
create, modify, view, and delete individual 
drug and reaction-based criteria for flagging 
ISRs for primary surveillance work 

2641 The system shall screen incoming ISRs 
upon their entry into the system and flag 
ISRs that meet the standard DME criteria, 
serious and unlabeled criteria, or individual 

2642 The system shall assign and deliver the 
ISRs flagged by primary surveillance to the 
Safety Evaluator with suspect drug review 
responsibility. 

2643 The system shall support automatic 
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recording of “seriousness" and labeiedness” for each 
ADR report subject to primary surveillance processing. 

1833 The system will use IMT coded drug label information if it 
is available, to determine the “labeiedness" of a reported 
reaction for purposes of primary and secondary 
surveillance processing. 

1 834 If the IMT coded label for a suspect drug isn’t available, 
then AERS will use the manufacturer’s designation of a 
report as “expedited” as the criteria for determining the 
"labeiedness" of the reported reaction. 

1835 The system must support automatic identification and 
recording of the “seriousness” of each ADR report, as 
determined by the seriousness of the event outcome or 
the presence of a reported reaction that matches the 
standard DME criteria list. 

1 836 The system must support the automatic identification of 
an ADR report that meets individual primary surveillance 
criteria, including the individual criteria to suppress a 
standard DME term for a particular assigned drug. 

1837 The system should permit the user to activate or 
deactivate the automatic flagging of daily ADR reports 
that match the drug and reaction criteria for their active 
case series. MARs, and consults. 

1838 The system must support the identification of an ADR 
report that matches the drug and reaction criteria for an 
individual's active case series, MARs. and consults if the 
automatic flagging for this criteria is activated. 

1839 The system shall provide the ability to establish drug 
safety index levels and assign appropriate thresholds to 
each drug safety index level. These thresholds will be 
used to determine the ADR database polling frequency 
and reporting thresholds for generating secondary 

1840 The system shall provide an authorized risk assessor 
with the ability to assign and reassign a drug to an 
appropriate drug safety index level. 

1841 The system will provide the ability to view history of a 
specified drug’s safety index assignments over time with 
dates, responsible individual, and reason for each 
assignment or reassignment. 

1842 The system will provide the capability to change or modify 
polling frequency or threshold numbers or types 
associated with a drug safety index level to authorized 

1843 The system shall periodically screen the AERS database 
and count and flag relevant cases that meet or exceed 
the threshold criteria associated with a reported suspect 
drug’s assigned drug safety index level. When total 
counts or other measurable secondary surveillance 
criteria meet or exceed one or more of the designated 
thresholds, the system will create a secondary 
surveillance work assignment for the responsible risk 

1 844 The system shall deliver a secondary surveillance work 
assignment or case series to the appropriate risk 
assessor. The work assignment should include a total 
count of flagged cases, the threshold number, the drug 
name, the drug's safety index level, the reaction, and the 
“labeiedness” of the reaction for that particular drug. 

1845 The system will provide the reviewer with an option to 
request a line listing of all the ADR cases associated with 
a secondary surveillance work assignment. 


identification and recording of seriousness 
and labeiedness for each I SR subject to 
primary surveillance processing. 

2644 The system shall use MedDRA-coded drug 
label information, if available, to determine 
the labeiedness of a reported reaction for 
purposes of primary and secondary 
surveillance processing. 

2645 The system shall provide the ability to use 
the manufacturer designation of an ISR as 
expedited as the criterion for determining 
the labeiedness if the MedDRA-coded label 
for a suspect drug is not available. 

2646 The system shall support automatic 
identification and recording of the 
seriousness of each ISR as determined by 
the seriousness of the event outcome or the 
presence of a reported reaction. 

2647 The system shall support the automatic 
identification of an ISR that meets individual 
primary surveillance criteria including the 
individual criteria to suppress a standard 
DME term for a particular drug. 

3596 The system shall enable the activating or 
deactivating of the automatic flagging of 
daily ISRs that match the drug and reaction 
criteria for their active case series, MARs, 
and consults. 

3597 The system shall support the identification 
of an ISR that matches the drug and 
reaction criteria for an individual's active 
case series, MARs, and consults. 

3598 The system shall establish drug safety 
index levels and assign appropriate 
thresholds to each drug safety index level. 
These thresholds shall determine the ISR . 

3599 The system shall provide an authorized 
Safety Evaluator with the ability to assign 
and reassign a drug to an appropriate drug 
safety index level. 

3600 The system shall display the history of a 
specified drug's safely index assignments 
over time with dates, responsible individual, 
and reason for each assignment or 
reassignment. 

3601 The system shall provide the ability to 
change or modify polling frequency or 
threshold numbers or types associated with 
a drug safety index level. 

3602 The system shall periodically screen the 
system database and count and flag 
relevant cases that meet or exceed the 
threshold criteria associated with a reported 
suspect drug's assigned drug safety 


3603 The system shall deliver a secondary 
surveillance work assignment or case 
series to the appropriate Safety Evaluator. 
The work assignment shall include a total 
count of flagged cases and threshold 

3604 The system shall provide an option to 
request a line listing of all the cases 
associated with a secondary surveillance 


Sub Area: Manage Workload 
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1813 The system shall provide the ability to create and update 
drug and biologic responsibilities for individual risk 
assessors and epidemiologists. 

1814 The system shall select and assign ADR reports to the 
responsible risk assessor based on assigned drug or 
biologic responsibilities and on primary surveillance 
standard DME and individual criteria. 

1815 The system should maintain a history of assignment dates 
and transfer dates for each drug and risk assessor. 

1816 The system shall provide the capability to assign and 
reassign valid risk assessors to valid supervisors for 
purposes of accessing and reviewing employee work 
assignments and workload. 

1817 The system should provide the user with the ability to 
view his/her assigned active list of triaged reports/work 
assignments with the following data displayed: line listing 
for each assigned ADR Report including report type, date, 
reaction, suspect drug and cumulative counts of 
associated reports in the AERS database that represent 
the same reaction and drug. 

1818 The system should provide the user with the ability to 
view his/her active assignment list of ADR reports with 
the following options: option to select a line listing and 
display the image of the report, the data for the report, or 
create a case series using as the default the suspect 
drug and reported reaction that resulted in selection of 
the report for primary surveillance triage or create a case 
series with the user inputting new criteria. 

1819 The system should provide the user with the capability to 
further classify, sort, and prioritize work assignments. 

1820 The system shall allow an authorized user the ability to 
reassign a work assignment to another individual for 
whom he/she has supervisory responsibility. 

1821 The system shall provide the user with a history of 
activity related to risk assessment activities associated 
with a work assignment. 

1822 The system shall provide the user with the ability to 
assign a current status to each work assignment such as 
assigned (default), reviewed, pending, closed, and 

Sub Area: MAR Management (Alert) 

1943 The user shall have the ability to record post-review 
related information concerning a particular MAR. 

1930 The authorized user shall have the ability to create, edit, 
update, and delete the criteria for determining whether a 
case series can be classified as a potential MAR. 

1931 All risk assessors shall have the ability to view MAR 

1 932 The system shall, at risk assessor request, screen edited 
case series against MAR criteria to determine potential 
MARs. 

1 933 The risk assessor shall have the capability to request 
potential MAR status for any of his/her active case 
series. The system will record the date of the change in 

1 934 The risk assessor will have the capability to record the 
minutes of the MAR meetings and link these with the 
potential MAR. 

1 935 The system shall support the generation of a MAR 
Summary Document from data stored within the AERS 
database including data on the drug, drug label, drug 
dosage and administration; individual cases and their 
case assessments; pivotal cases; signal context data; 
signal confirmation data; and case series assessment. 

1936 The system shall allow the authorized user to fully edit 
the MAR Summary Document 


3594 The system shall provide the ability to create 
and update drug and biologic 
responsibilities for individual Safety 
Evaluators and Epidemiologists. 

2629 The system shall select and assign ISRs to 
the responsible Safety Evaluator based on 
assigned drug or biologic responsibilities 
and on primary surveillance standard DME 
and individual criteria. 

2630 The system shall maintain a history of 
consult assignment dates and transfer 
dates for each drug and Safety Evaluator. 

2631 The system shall provide the capability to 
assign and reassign valid Safety Evaluators 
to valid Supervisors for purposes of 
accessing and reviewing employee work 
assignments and workload. 

2632 The system shall provide the ability to view 
an assigned active list of triaged ISRs and 
work assignments with the line listing 
displayed for each assigned ISR. 


2633 The system shall provide the ability to view 
active assignment lists of ISRs with the 
ability to select a line listing and display the 
image of the ISR. 


2634 The system shall provide the ability to 
further classify, sort, and prioritize work 

2635 The system shall allow an authorized user 
to reassign a work assignment to another 
individual. 

2636 The system shall provide a history of 
activity related to safety evaluation activities 
associated with a work assignment. 

2637 The system shall provide the ability to 
assign a status to each work assignment 
such as assigned (the default), reviewed, 
pending, closed, and suppressed. 


3636 The system shall provide the ability to 
create, edit, update, and delete any case 
series criteria with potential MAR status. 

3637 The system shall provide Safety Evaluators 
the ability to view MAR criteria. 

3638 The system shall provide screen-edited 
case series against MAR criteria to 
determine potential MARs. 

2699 The system shall provide the ability to 

request potential MAR status for any active 
case series and record the change date in 

3639 The system shall provide the ability to 
record MAR meeting minutes and link them 
to the potential MAR. 

3640 The system shall provide MAR Summary 
Document generation support from data 
stored within the database including drug 
data, drug label, drug dosage and 
administration, individual cases, and 
individual case assessments. 

3641 The system shall provide edit privileges to 
the MAR Summary Document. 
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1 937 The system shall allow the capture of all 
recommendations and subsequent activities related to the 
approval of the MAR, including final regulatory actions. 

1 938 The appropriate user will have the ability to construct or 
select a pre-defined workflow approval chain for a MAR. 

1 939 The appropriate user will have the ability to modify the 
approval chain for a MAR. 

1 940 The user will have the ability to record an 
approval/disapproval and associated comments for a 
MAR. The system shall automatically record the 
reviewer’s name and approval/disapproval date. 

1 941 The user will have the ability to record regulatory 
recommendations based upon the MAR review process. 

1 942 The system will enable the user to update the MAR status 
(signal, annual, or ended), based upon post-MAR 
decisions and regulatory actions. 


3642 The system shall provide the capture of all 
recommendations and subsequent activities 
related to the approval of 

3643 The system shall provide the ability to 
construct or select a pre-defined workflow 
approval chain for a MAR. 

3644 The system shall provide the ability to 
modify the approval chain for a MAR. 

3645 The system shall provide the ability to 
record an approval, disapproval, and 
associated comments for a MAR 

3646 The system shall provide the ability to 
record regulatory recommendations based 
upon the MAR review process. 

3647 The system shall provide the ability to 
update the MAR status (e.g., signal, annual, 
or ended), based upon post-MAR decisions 
and regulatory actions. 


Functional Area: Manage System Administration 


1996 BA Document 

Sub Area: Manage Archiving, Extract and Backup 

1628 The system must be able to archive data 

1629 The system must be able to extract data 

1630 The system must be able to back up data periodically 

Sub Area: Manage Data Warehouse 

1633 The system must be able to extract data from the 
production database periodically and load it in the 

1634 The system must be able to load extract ADR data 
received periodically from the WHO. 

Sub Area: Manage Drug Exposure Data 

1625 The system must be able to obtain NPA data, such as 
total sales of the drug, etc., from National Prescription 
Audit Plus (NPA), an external database 

1626 The system must be able to obtain prescription-specific 
data, such as number of prescriptions written for a drug 
from National Prescription Audit Plus (NPA), an external 
database 

1627 The system must be able to obtain demographic drug 
usage data such as age, gender, region for a generic or 
trade name product from National Disease and 
Therapeutic Index (NDTI), an external database 


2003 RTM 


281 0 The system shall provide the ability to 
archive data. 

281 1 The system shall provide the ability to 
extract data. 

3882 The system shall provide the ability to back 
up data periodically. 

3657 The system shall provide the ability to 
extract data from the production database 
periodically and load it into the warehouse 

3658 The system shall provide the ability to load 
extracted I SR data received periodically 
from the WHO. 


3654 The system shall provide the ability to obtain 
prescription data, such as total sales of the 
drug, from NPA Plus, an external database. 

3655 The system shall provide the ability to obtain 
prescription-specific data, such as number 
of prescriptions written for a drug from NPA 
Plus, an external database. 

3656 The system shall provide the ability to obtain 
demographic drug usage data such as age, 
gender, region for a generic or trade name 
product from ISS' NDTI, an external 


Sub Area: Manage MedWatch Partner Registration 

1631 The system must be able to register a health care 2859 The system shall provide the ability to 

organization to participate in the MedWatch Program register a health care organization to 

participate in the MedWatch to Manufacturer 


1632 The system must be able to modify health care 2812 The system shall provide the ability to 

organization information due to address or contact modify health care organization information 

due to address or contact change in 
support of the MedWatch Partner program. 

Sub Area: Manage Reference Tables 

1623 The system must be able to add new codes to the 3880 The system shall provide the ability to add 

respective reference code tables new reference codes to the respective 

reference code tables. 

1624 The system must be able to change verbose description 3881 The system shall provide the ability to 

of a code due to changes in the standard or misspelling modify verbose code descriptions due to 
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or other clerical error 
Sub Area: Manage Security 
1606 Incorporate security awareness and training as it 
pertains to AERS in training initiatives. 

1588 Ensure passwords to the AERS system meet HHS AISS 
Program Handbook May 94 requirements (e.g., no fewer 
than six characters, changed at least every 90 days) and 
ISA Perimeter Security Guideline 


1589 Ensure that AERS application user names meet 
DHHS/FDA naming standards and are similar to user 
names for e-mail, LAN etc. 

1590 Maintain audit trails for all functional data changes within 
the application. 

1591 Implement capability of a single system log-on for access 
to all AERS functions and data 

1592 Prevent unauthorized access to the system 

1593 Implement data access controls that limit authorized 
access to the least amount of information needed to 
accomplish each particular job function 

1 594 Protect sensitive information when transmitted by open or 
unprotected means (may include encryption) 

1 595 Control printer destinations for sensitive output 

1 596 Protect the data by systematic and regular backup routines 


1597 Develop all contingency/risk management plans before 
initial roll-out of each AERS module 

1 598 Limit data views and access based on defined user roles 
and user identification 

1599 Ensure that on-line updates of personal data that affect a 
user's access/approval authority in the system are 
performed by authorized individuals 

1600 Keep user access permissions separate from query 
satisfactions 

1601 Identify and authenticate all users; authenticate users by 
location 

1602 Ensure that discretionary access control mechanisms are 
in-place on the platform 

1603 Write security policies that clearly define AERS 
user/administrator responsibilities 

1604 Establish policies for personnel with access to AERS 
(roles, clearances, backups, responsibilities, etc.) 

1605 Provide controls to prevent unauthorized access to 
executive or control software system (separate user and 
master modes of operation). 

1607 Print a confidential notice on sensitive documents 

1608 Define procedures for marking and handling special 
categories of information (include in data dictionary) 


1609 Identify sensitive data in the database 

1610 Provide an additional password/ID reconfirmation where 


changes in standards, misspellings, or other 


3883 The system shall ensure that passwords to 
the system meet DHHS AISS Program 
Handbook May 1994 requirements (e.g., no 
fewer than six characters, changed at least 
every 90 days) and ISA Perimeter Security 
Guideline. 

3884 The system shall ensure that application 
user names meet DHHS FDA naming 
standards and are similar to user names for 
e-mail, LAN, and other accounts. 

3854 The system shall maintain audit trails for all 
functional data changes within the 

3855 The system shall implement the capability of 
a single system log on for access to all 
system functions and data. 

3856 The system shall minimize the possibility of 
unauthorized access to the system. 

3857 The system shall enable users to limit data 
views and access based on defined user 
roles and user identification. 

3899 The system shall protect sensitive 
information when transmitted by open or 
unprotected means (may include 

3885 The system shall control printer destinations 
for sensitive output. 

2502 The system shall perform nightly incremental 
backup of the data files and weekly image 
backups of the data and system files during 
the night batch window 

3887 The system shall require the development of 
all contingency/risk management plans 
before initial roll out of each system module. 

3857 The system shall enable users to limit data 
views and access based on defined user 
roles and user identification. 

3862 The system shall ensure that on-line 
updates of personal data that affect a 
user's access/approval authority in the 
system are performed by authorized 

3863 The system shall keep user access 
permissions separate from query 

3864 The system shall identify and authenticate 
all users and authenticate users by location. 

3865 The system shall ensure that discretionary 
access control mechanisms are in place on 
the platform. 

3866 The system shall require that security 
policies that clearly define 
user/administrator responsibilities are 

3867 The system shall require that policies for 
personnel with access to AERS (e.g., roles, 
clearances, back ups, responsibilities 

3868 The system shall provide controls to prevent 
unauthorized access to executive or 
control software system (e.g., separate 
user and master modes of operation). 

3900 The system shall print a confidential notice 
on sensitive documents. 

3870 The system shall require that procedures 
for marking and handling special categories 
of information (included in the data 
dictionary) are defined. 

3901 The system shall identify sensitive data in 
the database. 

3902 The system shall provide an additional 
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there is a specific reason or need 

1611 Implement policies to discourage the sharing of user 
identifiers and/or user authenticators 

1612 Add and deactivate users from the system in a timely 

1613 Establish policy and procedure to deactivate user 
accounts when persons transfer positions, change jobs, 
resign, or are terminated for other reasons 

1614 Establish policies and procedures for identifying and 
responding to security incidents 

1615 Review system audit logs on a periodic basis 

1616 Establish a standard policy for the determination of 
appropriate user access permissions 

1617 Track AERS function usage 

1618 Ensure each user has documented, official approval 
before being granted authorization to access the system 
remotely and maintain current list of users with such 


1619 Establish emergency shutdown and restart procedures 


1620 Establish a backup library, including version control 
measures (off-site storage) 

1621 Limit the level of access to data by record and data 
element for each user 

1622 Limit the level of access to data by assigning functional 
groupings or roles for each user 


password and ID reconfirmation where 
there is a specific reason or need. 

3903 The system shall require that policies are 
implemented to discourage the sharing of 
user identifiers and/or user authenticators. 

3871 The system shall add and deactivate users 
from the system in a timely manner. 

3872 The system shall establish policies and 
procedures to deactivate user accounts 
when persons transfer positions, change 
jobs, resign, or are terminated for other 

3873 The system shall require that policies and 
procedures for identifying and responding 
to security incidents are established. 

3874 The system shall require that system audit 
logs are reviewed on a periodic basis. 

3875 The system shall require that a standard 
policy for the determination of appropriate 
user access permissions is established. 

3904 The system shall track function usage. 

3876 The system shall require each user to have 
documented, official approval before being 
granted authorization to access the system 
remotely and maintain current list of users 
with such authorization. 

3877 The system shall require emergency 
shutdown and restart procedures to be 
established. 

3878 The system shall require a back-up library, 
including version control measures (off-site 
storage), be established. 

3905 The system shall limit the level of access to 
data by record and data element for each 

3879 The system shall provide the ability to limit 
the level of access to data by assigning 
functional groupings or roles for each user. 


Functional Area: Monitor Drug Safety Concerns 

1996 BA Document 2003 RTM 

Sub Area: Manage Drug Safety Concerns 

1944 The system must be capable of recording residual safety 3493 The system shall record residual safety 

concerns at the time a new product is approved. concerns at the time a new product is 

approved. 

1945 The system must be capable of determining the role and 3494 The system shall determine the role and 

identity of the individual who is recording his/her identity of the individual recording their 

concerns. 

1946 The system must be capable of capturing safety 3495 The system shall capture safety concerns 

concerns throughout the product's marketed life cycle. throughout the marketed life cycle of the 

product. 

1947 The system must be capable of allowing modifications or 3496 The system shall allow modifications or 

updates for any recorded safety concern to permit the updates to any recorded safety concern, 

capture of related yet new information. 

1948 The system will record the date, the time, and the 3497 The system shall record the date, time, and 

requester for the initial record creation and any requester for the initial record creation and 

subsequent updates of a product safety concern record. any subsequent updates 

1 949 The system must permit authorized viewers the capability 3498 The system shall permit authorized viewers 

to view recorded drug or biologic safety concern data the capability to view recorded drug or 

and/or print or save it to a file, biologic safety concern data and/or print or 

save them to a file. 

1 950 The system must permit redaction of product safety 3499 The system shall permit redaction of product 

concern data for purposes of FOI reporting, should it be safety concern data for purposes of FOI 

determined that this information cannot be obtained under reporting if this information cannot be 

obtained under the FOI Act. 


1951 Recorded safety concerns may be inactivated when it is 3500 TThe system shall enable the creator or 
determined by the creator or another authorized user that another authorized user to inactivate 

the safety concern has been resolved. recorded safety concerns when it is 

determined the safety concern has been 
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1952 Recorded safety concerns that are inactivated are not 
deleted from the database. They will be kept for historical 
purposes. Users can specify whether they wish to 

view only active safety concerns or all (active and 
inactive) safety concerns. 

1953 Authorized users must be able to query a history of 
product safety concerns for a particular drug product or 
generic drug base. 

1 954 Product safety concern queries should display concerns 
in chronological order (e.g., date concern was initially 
recorded). 

1 955 There should be no defined limit to the number of safety 
concerns that may be recorded for a given drug or 
biologic product, at any given point in time, for any given 
authorized user. 


3501 The system shall not delete inactivated 
safety concerns from the database. Users 
shall view only active safety concerns or all 
safety concerns (active and inactive). 

3502 The system shall provide a history of 
product safety concerns to authorized 
users for a particular drug product or 

3503 The system shall display product safety 
concern queries in chronological order (e.g., 
date concern was initially recorded). 

3504 The system shall define no limit to the 
number of safety concerns that may be 
recorded for a given drug or biologic 
product, at any given point in time, for any 


Sub Area: Manage Drug Safety Profile Standard Reports 

1989 The system must provide pre-determined parameterized 
report templates for generating and viewing summarized 
drug manufacturer compliance history, including relevant 
Agency compliance actions, by type and date, that have 
been recorded over a specified time period. 


1977 The system must provide pre-determined parameterized 
report templates for generating and viewing drug ADR 
summary activity with capability to drill down to 
increasingly granular levels of detail to answer “why" 
questions, easily perform comparisons, and easily 
transform data into graphical or statistical presentations. 

1966 The system must present a user friendly interface(s) for 
requesting, viewing, printing, and/or saving standard 
parameterized drug or biologic safety profile reports. 

1967 The system must use a query tool that is able to perform 
comparisons flexibly and immediately. For example, a 
single row of an answer set should be simultaneously 
able to show comparisons over multiple time periods of 
different grain (month, quarter, year-to-date, year) and 
comparisons over other dimensions (for example, share 
of a reported adverse reaction for a drug to all same 
reported reactions for the drug's pharmacological class). 
These query tool comparison alternatives should be 
available in a pull-down menu or its equivalent where the 
user doesn’t need to know or see how the comparison is 


3814 The system shall present an interface(s) for 
requesting, viewing, printing, and/or saving 
standard parameterized drug or biologic 
safety profile reports. 

381 5 The system shall use a query tool with the 
ability to perform comparisons flexibly and 
immediately. 


1968 Page-formatted report documents with row headers, 
column headers, and break rows. 


3816 The system shall provide formatted reports 
with row headers, column headers, and 
break rows. 


1969 Transformation of numerical values into tertiles (high, 
medium, low), rankings, moving averages, moving sums, 
and cumulative totals. 


381 7 The system shall provide transformation of 
numerical values into rankings (i.e., high, 
medium, low), moving averages, moving 
sums, and cumulative totals. 


1 970 Presentation of reports to the screen with some method 
to display exceptions (e.g., blinking, asterisked, or colored 
entries). 

1971 Presentation of reports to the screen that allows drilling 
down to the next logical level of detail for a given 
report/data cell entry. 

1972 Presentation of reports to the screen, printer, or data file 
that permits transforming data into graphical charts of 
many types, including bar, pie, and scatter charts. 

1 973 Presentation tools should allow answer sets to be 
transferred easily by the user (push of a button) into 
multiple presentation environments for different purposes. 

1974 Query tool must permit easy drilling up and down within a 
single dimension (for example, drug product, drug generic 
base, drug pharmacological class) to facilitate the user's 
analysis of the fact being displayed (i.e., asking why). 

1975 The query tool must be simple and intuitive from the user 


3810 The system shall display reports on the 
screen with some method to display 
exceptions (e g., blinking, asterisks, color). 

381 9 The system shall display reports on the 
screen, enabling the user to drill down to 
the next logical level 

3820 The system shall display reports on the 
screen, printer, or data file that permit 
transforming data into graphical charts of 
many 

3821 The system shall provide presentation tools 
to support the transfer of result sets into 
multiple presentation environments. 

3822 The system shall provide a query tool that 
supports drilling up and down within a 
single dimension (e.g., drug product, drug 
generic base, drug pharmacological class) 
to facilitate analysis. 

3823 The system shall provide a button to create 
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interface. The user should be able to achieve his/her the desired report result, 

desired report result within “one button dick.” 

1976 The query tool should allow the user to create his/her 3824 The system shall provide a query tool to 
own unique reports to further support the Monitor Drug create unique reports to further support the 

Safety Risk function. Monitor Drug Safety Risk function. 

1 978 The system must provide the capability to easily split and 3708 The system shall provide the ability to 

compare data on total reported reactions for a specific compare data on the total reported reactions 

drug product, or for all drug products with the same for a specific drug product or for all drug 

generic base by patient demographic factors induding products with the same generic base, by 

age, sex, and weight. patient demographic factors. 

1979 The system must provide the capability to easily compare 3709 The system shall provide the ability to 

the number of reports received for a particular reported compare the number of ISRs received for a 

reaction for a specified drug product against another particular reported reaction for a specified 

drug product with the same generic base and/or against drug product against another drug product 

another an average of all drug product within the same with the same generic base, 

pharmacological class. 

1980 The system must provide the capability to easily identify 3710 The system shall provide the ability to easily 

the top ten reported reactions for a specific drug product identify the top ten reported reactions for a 

with corresponding counts and percentages. specific drug product with corresponding 

counts and percentages. 

1981 The system must provide exception reports that identify, 3825 The system shall provide exception reports 

for a specific drug product or all drug products with the that identify (for a specific drug product or 

same generic drug base, conditions where received ADR all drug products with the same generic 

reports for non-approved indications (per coded drug drug base) conditions where received ISRs 

label) represent over a certain percentage of total ADR for non-approved indications 

reports received for the respective drug product or drug 

1982 The system must provide exception reports that identify, 3826 The system shall provide exception reports 

for a specific drug product, reported lack of that identify (for a specific drug product) 

effectiveness rates that are significantly higher (by DPE reported lack of effectiveness rates that are 

defined criteria) than the average lack of effectiveness significantly higher (by DPE-defined criteria) 

rates for other drugs containing the same generic base. than the average lack of effectiveness. 

1983 The system must provide exception reports that identify, 3827 The system shall provide exception reports 

for a specific drug product, reported adverse drug that identify (for a specific drug product) 

interactions where the total count of these reports is over reported adverse drug interactions where 

a certain DPE specified threshold. the total count of these ISRs is over a 

certain DPE-specified threshold. 

1984 The system must provide exception reports that identify 3828 The system shall provide exception reports 

for a specific drug product reported overdose rates that that identify overdose rates significantly 

are significantly higher (by DPE defined criteria) than the higher (by DPE-defined criteria) than the 

average expected overdose rate for similar drug average expected overdose rate for a 

products (as defined by DPE). 

1985 The system must provide p re-determined parameterized 3829 The system shall provide pre-determined 

report templates for generating and viewing a summary parameterized report templates for 

of Agency initiated regulatory actions for a specific drug. generating and viewing a summary of FDA- 

Regulatory Actions include all drug label changes, post- initiated regulatory actions for a specific 

marketing safety or effectiveness studies, and any other 
regulatory actions initiated by the Agency, including 
letters, drug withdrawal, etc. The capability to drill down 
to increasingly granular levels of detail in the drug label 
dictionary or the MAR database to answer 'why" 
questions is required. 

1986 The system must provide pre-determined parameterized 3830 The system shall provide pre-determined 

report templates for generating and viewing summarized parameterized report templates for 

drug information, specifically all other drugs that contain generating and viewing summarized drug 

the same generic base as the drug of interest, all other information, specifically all other drugs that 

drugs within the same pharmacological class as the drug contain the same generic base. 

of interest, and all drugs that are approved for the same 
indication as the drug of interest. 

1987 The system must provide pre-determined parameterized 3831 The system shall provide pre-determined 

report templates for generating and viewing summarized parameterized report templates for 

drug manufacturer compliance scores for various generating and viewing summarized drug 

compliance criteria compared to industry averages for manufacturer compliance scores for 

those same criteria over for a specified time period. various compliance criteria compared to 

1988 The system must be able to compute and display the 3832 The system shall compute and display the 

corresponding quartile in which the compliance scores corresponding quartile in which the 

can be viewed against average drug product reporting compliance scores can be viewed against 

average drug product reporting scores. 

1990 The ability for authorized viewers to drill down from any 3834 The system shall provide the ability for 
specific compliance action to its corresponding detail authorized viewers to drill down from any 

activity log or narrative description or case series should specific compliance action to its 
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be provided. corresponding detail activity log, narrative 

description, or case series. 

1991 The system must provide pre-determined parameterized 3835 The system shall provide pre-determined 

report templates for viewing a summary of Agency parameterized report templates for viewing 

efforts that have resulted in documented workproduct, a summary of FDA efforts that resulted in a 

such as related drug consults, Monitored Adverse documented work product. 

Reactions (MARs), and Post-Marketing Safety Studies. 

1992 The ability to drill down from any specific line listing on the 3836 The system shall provide the ability to drill 

Summary of Consults and Studies to more granular data down from any specific line listing on the 

or the document itself should be provided. Summary of Consults and Studies to more 

granular data or the document itself. 

1993 The system must provide pre-determined parameterized 3837 The system shall provide pre-determined 

report templates for viewing drug usage patterns over parameterized report templates for viewing 

time for a specific drug product or a drug group where all drug usage patterns over time for a specific 

drugs contain the same generic base. drug product or a drug group where all 

drugs contain the same generic base. 

1 994 The system must provide the ability to view Drug Usage 3838 The system shall provide the ability to view 

Summary Reports for a drug product or for a drug group Drug Usage Summary Reports for a drug 

by various demographic patient factors such as sex, age, product or for a drug group by various 

as well as information on indication for use, and other demographic patient factors such as 

patient concomitant medications. gender, age, and information on indication 

1995 Comparisons of usage between drug products within the 3839 The system shall provide comparisons of 

same drug group and between a given drug product and usage between drug products within the 

its respective drug group should be easily computed and same drug group and between a given drug 

displayed by the system. product and its respective drug group. 

1996 The system should provide comparisons of total reported 3840 The system shall provide comparisons of 

adverse events for a specific drug product or drug group total reported adverse events for a specific 

against total estimated drug usage for the same drug product or drug group against total 

category. Where differences among estimated adverse estimated drug usage for the same category, 

reaction reporting rates between drug products in the 

same drug group exceed a certain pre-defmed DPE limit, 
the system should display this fact to the user as an 

1997 Drug Usage Summary Reports must be viewable and 3841 The system shall provide Drug Usage 

easily transformable to the graphic or statistical format of Summary Reports viewable and easily 

the user's choice. transformable to the graphic 


Sub Area: Manage Post-Marketing Safety Assessment (PMSA) 

1998 The system must provide the authorized user with the 3515 The system shall provide the authorized 

capability to schedule a PMSA. user with the capability to schedule a PMSA. 

1999 The system must provide the capability to generate 3516 The system shall provide the capability to 

ticklers or reminders about a scheduled PMSA. generate automatic notification or reminders 

about a scheduled PMSA. 

2000 The system must capture information on all PMSAs 3517 The system shall capture information on all 

performed over a drug’s marketed life. PMSAs performed over a drug's marketed 

life cycle. 

2001 The system must be able to identify who the assigned 3518 The system shall identify the assigned 

compliance, risk assessor, and epidemiologist are for a Compliance Officer, Safety Evaluator, and 

given PMSA. Epidemiologist for a given PMSA. 

2002 The system must provide automated support for 3519 The system shall provide automated support 

generating PMSA Documents from data within the AERS for generating PMSA documents from data 

within the database. 

2003 The system must provide the capability to link and view 3520 The system shall provide the capability to 

one to many versions of a PMSA document to PMSA data link and view one to many versions of a 

within AERS. PMSA document to PMSA data within the 

2004 The system must provide the capability to create, modify. 3521 The system shall provide the capability to 

and inactivate PMSA Document Templates that define create, modify, and inactivate PMSA 

data content, style and format, and map appropriate document templates that define data 

AERS data to its corresponding template location. content, style, format, and map appropriate 

system data to its corresponding template 

2005 The system must permit recording of agency review, 3522 The system shall record agency review, 

approval, comments, and dates for each PMSA for a approval, comments, and dates for each 

standard pre-defined PMSA approval chain. PMSA for a standard pre-defined PMSA 

approval chain. 

2006 The system must permit authorized users to create and 3896 The system shall permit authorized users to 

modify risk assessment and recommendation data for create and modify safety evaluation and 

various types of drug safety assessment by multiple recommendation data for various types of 

authorized user roles. drug safety assessments by multiple 

authorized user roles. 
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2007 The system must capture information about PMSA 
triggered regulatory actions. 

2008 The system must capture information about all Agency 
activity associated with a specific PMSA. 


3523 The system shall capture information about 
PMSA-triggered regulatory actions. 

3524 The system shall capture information about 
all FDA activity associated with a specific 


Sub Area: Manage Post-Marketing Studies 

1956 An authorized user must be able to enter information 
about approved study protocols for a product into the 

1 957 AERS should provide authorized users with access to 
Integrated Safety Summary information (when it is 
available in electronic format for a new molecular entity) 
without requiring the user to leave the AERS system. 

This will permit AERS users to review pre-marketing 
clinical study summary and assessment data. 

1958 Electronic data files created as a result of a post- 
marketing study should be archived and linked to the 
post-marketing study information to permit AERS user 
retrieval and usage with other analytical, statistical, and 

1 959 Documents created as a result of a post-marketing study 
should be linked and cross-referenced to the post- 
marketing study information to permit AERS user retrieval 
and viewing. This may be via imaging, Binary Large 
Object (BLOB) or other technology that supports linking 
word processing files to study data within AERS. 

1 960 Each post-marketing safety study shall be abstracted and 
recorded into the AERS database and linked to its 
appropriate post-marketing study information. 

1 961 Post-marketing safety study data must be searchable by 
drug, manufacturer, safety issue, reaction(s), 
demographic, and cooperative agreement/contract 


1962 The AERS system must record information related to 
feasibility studies that are performed with negative 

1963 The system must be able to record information about 
safety conclusions and recommendations associated 
with a post-marketing safety study. 

1964 The system must permit zero to many conclusions and 
recommendations for a given study. The system must 
capture the date, source, and nature for each conclusion 
and recommendation. These may come from non- AERs 
users or authorized AERs epidemiologists or drug or 
biologic reviewers. 

1965 The system must be able to permit users to detect and 
track post-marketing study status (in progress or 
completed) for a given study and cumulatively for a given 
epidemiologist or for the entire Epidemiology Branch. 

Functional Area: Other Requirements 

1996 BA Document 

Sub Area: General System Interface 

2147 Allow the updating of files and table information by 
importing/exporting of data through electronic interfaces 
with a variety of systems external to AERS 

Note: Specific interfaces with systems will be specified 
in the functional module sections. 

2148 Autoload data to AERS database after transactions are 
run successfully and provide a time/date stamp report 


2149 Populate data tables automatically from external systems 

2150 Perform automatic stream initiation of jobs to export data 
to other external systems and provide a time/date stamp 


3505 The system shall enable an authorized user 
to enter information about approved study 
protocols for a product into the system. 

3506 The system shall provide authorized users 
with access to Integrated Safety Summary 
information (when it is available in electronic 
format for an NME) without requiring the 
user to leave the system. 

3507 The system shall archive and link electronic 
data files created as a result of a post- 
marketing study to the post-marketing study 
information. 

3508 The system shall link and cross-reference 
documents created as a result of a post- 
marketing study to the post-marketing study 
information to permit system user retrieval 
and viewing. 

3509 The system shall ensure each post- 
marketing safety study is abstracted and 
recorded into the database and linked to its 
appropriate post-marketing study 

3510 The system shall retrieve post-marketing 
safety study data by drug, manufacturer, 
safety issue, reaction(s), demographic, and 
cooperative agreement/contract database 
name, 

351 1 TThe system shall record information related 
to feasibility studies that are performed 
with negative results. 

3512 The system shall record information about 
safety conclusions and recommendations 
associated with a post-marketing safety 

3513 The system shall permit zero to many 
conclusions and recommendations for a 
given study. The system shall capture the 
date, source, and nature for each 
conclusion and recommendation. 

3514 The system shall permit users to detect and 
track post-marketing study status (in 
progress or completed) for a given study 
and cumulatively for a given Epidemiologist 
or the entire Epidemiology Branch. 


2003 RTM 


2499 The system shall allow the updating of files 
and table information by importing/exporting 
of data through electronic interfaces with a 
variety of systems external to AERS 

2500 The system shall autoload data to the AERS 
database after transactions are run 
successfully and provide a time/date stamp 
report 

2399 The system shall populate data tables 
automatically from external systems 

2417 The system shall perform automatic stream 
initiation of jobs to export data to other 
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2151 Export data to other software packages through ASCII or 
other file formats 

2152 Export user generated reports to other platforms (e.g., 

IBM, VAX, PC, Mac, or server) 

2153 Create links between AERS modules and all of the FDA E- 
Mail systems 

2154 Create a note/message in any AERS module and send 
this message through the stipulated FDA E-Mail system 

2155 Use automatic notification mechanism for pending 
approvals through E-Mail 

2156 Trigger processing in one AERS module when certain 
processing occurs in another AERS module (i.e., upload 
of electronic submissions triggers quality control) 


Sub Area: Human Factor/Ergonomic 

2092 On-line access to relevant AERS policy and procedures 
manual 

2093 Graphical User Interface (GUI) with mouse capabilities 

2094 Scroll forward and backward within a list 

2095 Search both forward and backward for specific values 
when reading textual information (where applicable) 


2096 Scroll through a list of entry options by typing the first 
few letters of the desired entry to move the cursor to the 
coned entry 

2097 Implement a table-driven system to provide flexibility for 
changes in data values and allow on-line update of these 
data tables 

2098 Pop-up menus (where feasible) to allow the user to view 
and seled acceptable data values 

2099 Edit input data on a field-by-field basis, rather than a 
screen basis 

2100 Translate codes to make them understandable to the 

2101 Input appropriate fields with default values automatically; 
allow the user to override the automatic fill, within the 
parameters of any associated edit 

2102 Implement screens with clear instrudions so that a user 
can examine a screen independent of the system and 
system flow and know what to do 

2103 Assign screen identifiers for all screens 

2104 Allow a user to go directly to a selected function 

2105 Identify screens associated with a given function 

2106 Implement screens that are standardized as to screen 
purpose and fundion 

2107 Design user friendly screens, including constant 
information appearing in the same place on every screen 
(i.e., screen identification, screen header, date) 


2108 Design aesthetically appealing screens, induding 


external systems and provide a time/date 

2418 The system shall export data to other 
software packages through ASCII or other 

241 9 The system shall export user generated 
reports to other platforms (e.g., IBM, VAX, 
PC, Mac, or server) 

2420 The system shall create links between 
AERS modules and all of the FDA E-Mail 

2421 The system shall create a note/message in 
any AERS module and send this message 
through the stipulated FDA E-Mail system 

3382 The system shall use automatic notification 
mechanism for pending approvals through 
E-Mail 

2501 The system shall trigger processing in one 
AERS module when certain processing 
occurs in another AERS module (i.e., upload 
of electronic submissions triggers quality 
control) 

3374 The system shall enable users to access 
relevant AERS policy and procedures 
manual on-line 

3663 The system shall have a Graphical User 
Interface (GUI) with mouse capabilities 

2470 The system shall enable the user to scroll 
forward and backward within a list 

3375 The system shall enable the user to search 
both forward and backward for specific 
values when reading textual information 
(where applicable) 

2471 The system shall enable the user to scroll 
through a list of entry options by typing the 
first few letters of the desired entry to move 
the cursor to the correct entry 

2472 The system shall implement a table-driven 
system to provide flexibility for changes in 
data values and allow on-line update of 
these data tables 

2596 The system shall utilize pop-up menus 
(where feasible) to allow the user to view 
and select acceptable data values 

2586 The system shall edit input data on a field- 
by-field basis, rather than a screen basis 

2587 The system shall translate codes to make 
them understandable to the user 

2588 The system shall input appropriate fields 
with default values automatically; allow the 
user to override the automatic fill, within the 
parameters of any associated edit 

2597 The system shall implement screens with 
clear instructions so that a user can 
examine a screen independent of the 
system and system flow 

3659 The system shall assign screen identifiers 
for all screens 

2473 The system shall enable a user to go 
directly to a selected function 

2474 The system shall identify screens 
associated with a given function 

2475 The system shall implement screens that are 
standardized as to screen purpose and 
function 

2476 The system shall be designed with user 
friendly screens, including constant 
information appearing in the same place on 
every screen (i.e., screen identification, 
screen header, date) 

3660 The system shall designed with 
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appealing colors, logical layout, and readable fonts 

2109 Screen printing capabilities 

2110 Implement pop-up screens that are distinguishable from 
the underlying screen(s) 

21 1 1 Use standard numbers, codes, and keystrokes for 
universal system functions 

2112 Implement function key standards that are compatible with 
CARS toolkit design, whenever possible and desirable 

2113 Allow function keys and alternative navigation to function 
keys 

21 14 Explain key mapping using on-line help for the function 

2115 Implement standard navigational conventions that are 
available on all menus and screens 

2116 Return the user to the previous menu of the function 

2117 Have “cancer (or “return” where appropriate) capability 
for each screen as appropriate; cancel will return the 
user to the previous screen without executing any 


2118 Exit to the main systems menu via a standard means 

2119 Quit the system via a standard means 

2120 Go directly to selected function via a standard means 

2121 On-line help 

2122 Index help topics to facilitate users' locating a specific topic 

2123 Have “hot links” in a help screen to other help topics so 
the user can go to them directly 

2124 Implement screen-level help 

2125 Implement field-level help 

2127 Allow authorized users to perform on-line updates to help 
screens 

2128 Implement user friendly error handling capabilities that 
include understandable error messages, as well as error 
handling routines that react to software errors and send 
the user back to either the main menu or relevant sub- 
menu to correct the problem 


2129 Alert the user with error/warning messages when data 
checks or inter-field data consistency checks detect 


aesthetically appealing screens, including 
appealing colors, logical layout, and 

2477 The system shall support screen printing 
capabilities 

2617 The system shall implement pop-up screens 
that are distinguishable from the underlying 
screen(s) 

2478 The system shall use standard numbers, 
codes, and keystrokes for universal system 
functions 

3376 The system shall implement function key 
standards that are compatible with CARS 
toolkit design, whenever possible and 

2479 The system shall allow function keys and 
alternative navigation to function keys 

2480 The system shall explain key mapping using 
on-line help for the function keys 

3661 The system shall implement standard 
navigational conventions that are available 
on all menus and screens 

3662 The system shall return the user to the 
previous menu of the function 

2481 The system shall have 'cancel' ( or 'return' 
where appropriate ) capability for each 
screen as appropriate; cancel will return 
the user to the previous screen without 
executing any commands 

2482 The system shall exit to the main systems 
menu via a standard means 

2483 The system shall quit the system via a 
standard means 

2484 The system shall enable a user to go 
directly to selected function via a standard 

2485 The system shall provide on-line help 

2486 The system shall index help topics to 
facilitate users' locating a specific topic 

2487 The system shall have 'hot links' in a help 
screen to other help topics so the user can 
go to them directly 

2488 The system shall implement screen-level help 

2489 The system shall implement field-level help 

3377 The system shall enable authorized users to 
perform on-line updates to help screens 

2492 The system shall implement user friendly 
error handling capabilities that include 
understandable error messages, as well as 
error handling routines that react to 
software errors and send the user back to 
either the main menu or relevant sub-menu 
to correct the problems 

2493 The system shall alert the user with 
error/warning messages when data checks 
or inter-field data consistency checks 
detect errors 


2130 Implement system/user messages that are 2490 The system shall implement system user 

understandable and that direct the user to the proper messages that are understandable and that 

direct the user to a proper course of action 

2131 Download reports to another platform, server, or E Mail 3378 The system shall download reports to 

another platform, server, or E Mail 

2132 Generate ad hoc queries using a menu-driven interface 3436 The system shall generate ad hoc queries 

and variable parameters using a menu-driven interface and variable 

parameters 

21 33 Allow the user to specify the output device, such as 3844 The system shall allow selection by a user 

printer, PC screen, disk file, or other output destination of the report output device including view, 

print, e-mail, or save to an ASCII and other 

standard file formats. 

2134 Save ad hoc queries and reports for retrieval and 2494 The system shall save ad hoc queries and 

subsequent modification reports for retrieval and subsequent 
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2135 Submit a job request of stored queries to run as a single 
job stream 

2136 Generate reports during off-hours and save the reports 
for user access 

2137 Retrieve a previously saved ad hoc query or report 

2138 Allow other users to use previously saved queries 

2139 Access AERS via a uniform access method for users 
and a single point of entry into the system (i.e., only one 
log-on and password, when consistent with functional 
security requirements, should be necessary to access all 
components of AERS available to a specific user) 


2140 Access AERS through a GUI icon 

2141 Allow a user to log-in to AERS remotely 

2142 Access other systems without leaving the AERS 

2143 Access data entered into the AERS application from a 
variety of AERS functional modules 

2144 Ensure data has a single point of entry and is maintained 
by the designated "owner" (originator of the data) 

2145 Access generic processes through a single point (i.e., 
provide a single point for managers to approve different 
functions) 

2146 Allow generic processes to be called and accept or pass 
parameters from other AERS functions 

Sub Area: Performance 

2157 Perform nightly incremental backup of the data files and 
weekly image backups of the data and system files 
during the night batch window 

2158 Run system software to capture data for measuring 
system performance 

2159 Capture usage data from within the AERS application 

2160 Automate a means to checkpoint/restart the host/server 
portion application from sudden failures 


modification 

3379 The system shall submit a job request of 
stored queries to run as a single job stream 

3807 The system shall generate reports during 
off-hours and save the reports for user 

3380 The system shall retrieve a previously 
saved ad hoc query or report format 

3381 The system shall enable users to use 
previously saved queries 

2495 The system shall allow users to access 
AERS via a uniform access method for 
users and a single point of entry into the 
system (i.e., only one log-on and password, 
when consistent with functional security 
requirements, should be necessary to 
access all components of AERS 

2618 The system shall be accessed through a 
GUI icon. 

3894 The system shall allow a user to log-in to 
AERS remotely 

3848 The system shall allow users to access 
other systems without leaving the AERS 

2496 The system shall allow users to access 
data entered into the AERS application from 
a variety of AERS functional modules 

2497 The system shall ensure data has a single 
point of entry and is maintained by the 
designated 'owner' (originator of the data) 

3849 The system shall access generic processes 
through a single point (i.e., provide a single 
point for managers to approve different 
functions) 

2498 The system shall allow generic processes 
to be called and accept or pass parameters 
from other AERS functions 


2502 The system shall perform nightly incremental 
backup of the data files and weekly image 
backups of the data and system files during 
the night batch window 

3383 The system shall capture data for 
measuring system performance 

3384 The system shall capture usage data 
2404 The system shall automate a means to 

checkpoint/restart the host/server portion 
application from sudden failures 
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2161 Automate a means to checkpoint/restart the client 2405 The system shall automate a means to 

application from sudden failures checkpoint/restart the client application from 

sudden failures 

2162 Design a user-interface that supports the Windows 95 2400 The system shall have a user-interface that 

platform currently in use at CDER supports the Windows 95 platform currently 

in use at CDER 

Sub Area: Special 

2163 Develop user-friendly user and operations guides and 3933 The system shall be supported by user- 
training manuals friendly user and operations guides and 

training manuals 

2164 Conform to FDA’s life-cycle methodology and 2408 The system design shall conform to FDA’s 

configuration management requirements, including life-cycle methodology and configuration 

problem reporting and change requests management requirements, including 

problem reporting and change requests 

2165 Develop a system that is as intuitive as possible, thereby 2409 The system shall require minimal user training 
minimizing user training 

2166 Develop and implement a training plan 3917 Develop and implement a training plan 

2167 Provide user support through the CDER Help Desk 3918 Provide user support through the CDER Help 

Desk 

2168 Develop an AERS Users Group building on the PAG 3919 Develop an AERS Users Group building on 

grass-roots structure the PAG grass-roots structure 

2169 Facilitate and cooperate with requirements for disabled 3669 Facilitate and cooperate with requirements 

employees for disabled employees 

2170 Develop “trouble-shooting plan" to address problem 3920 Develop 'trouble-shooting plan' to address 

resolution during integration and acceptance testing problem resolution during integration and 

acceptance testing 

2171 Develop an AERS feature column for the CDER 3921 Develop an AERS feature column for the 

CDER newsletter 

2172 Develop reference guides and standard operating 3922 Develop reference guides and standard 

procedure manuals for systems developers; system operating procedure manuals for systems 

developers; system documentation 

2173 Develop and implement a strategy and implementation plan 3916 Develop and implement a strategy and 

and program to convert ADR data from the SRS system implementation plan and program to convert 

and MAR data from the MART system to the new AERS ISR data from the SRS system and MAR 

data from the MART system to the new 

AERS system 

2174 Develop and implement guidelines, strategy, and an 3934 Develop and implement guidelines, strategy, 

implementation plan for coding all drug labels for new and an implementation plan for coding ail 

molecular entities and other drugs of interest prior to AERS drug labels for new molecular entities and 

other drugs of interest prior to AERS. 


2175 Develop coding principles, guidelines, manuals, and 3923 Develop coding principles, guidelines, 

training program for IMT prior to AERS implementation manuals, and training program for MedDRA 

prior to AERS implementation 

2176 Develop policies and procedures for receipt of 3924 Develop policies and procedures for receipt 

manufacturer electronic transmission of individual Safety of manufacturer electronic transmission of 

Reports by the FDA Central Receiving Site Individual Safety Reports by the FDA Central 

Receiving Site 
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APPENDIX C 

Mapping the 2006 BAH Document 
To the 2003 RTM 

Functional Area: Applicable Standards 

2006 SRS Document 2003 RTM 

Sub Area: 

5980 AERS II will comply with the following emerging 
International Conference on Harmonization (ICH) standard: 

Ml The medDRA terminology. 

5981 AERS II will comply with the following emerging ICH 3446 The system shall translate EDI transmissions 

standard: M2 Electronic transmission standards. from the ICH M2 standard. 

5982 AERS II will comply with the following emerging ICH 146 The system must be able to record the IMT 

standard: E2B Electronic data exchange format. code(s) in all data elements identified in the 

ICH E2B final document 

5983 AERS II will comply with the following emerging ICH 
standard: E2C Periodic safety update reporting. 

5984 AERS II will support Health Level Seven (HL7) 

(http://www.hl7.org) data standards for message formats 
and message exchanges. 

5985 The system shall utilize the GUI standards outlined in the 
AERS GUI Requirements Document. 


5986 AERS II will comply with the Consolidated Health 
Informatics (CHI) 

(http://www.whitehouse.gov/omb/egov/gtob/health_infor 
matics.htm) standard. 

5987 AERS II will comply with the Clinical Data Interchange 
Standard Consortium (CDISC): (http://www.cdisc.org). 

5988 The proposed system shall be consistent with current and 
emerging FDA Enterprise Architecture standards. Any 
deviation from these FDA technology standards should be 
explicitly listed, accompanied by a discussion of any 
possible impact to the FDA. 


Functional Area: Core Functionality 

2006 SRS Document 

Sub Area: 

4964 The system shall support the capability to conduct 
activities related to the surveillance of post market 
Sub Area: Assign Inbox Status 

5040 The system shall provide the ability to assign a status of 
closed or assigned to each I SR. 


5041 The system shall support the ability to close an ISR. 


5042 The system shall define an ISR with a status of closed as 
no longer being visible in the user inbox. 

5043 The system shall maintain the visibility of closed ISRs 
referenced in inbox sub-folders until manually removed by 
the user. 

5044 The system shall automatically retain a closed ISR in an 
inbox folder for a designated period of time prior to 


2003 RTM 


2637 The system shall provide the ability to assign 
a status to each work assignment such as 
assigned (the default), reviewed, pending, 
closed, and suppressed. 

2637 The system shall provide the ability to assign 
a status to each work assignment such as 
assigned (the default), reviewed, pending, 
closed, and suppressed. 


2703 The system shall provide access to an 

incoming folder, an Active ISRs/Case Series 
folder, a Monitored Case Series folder, and a 
Close ISRs/Case Series folder. 

2627 The system shall clear items from the closed 
ISRs/case series folder based on the 


2996 The system shall incorporate GUI standards 
outlined in the AERS GUI Requirements 
Document approved by the CCB on 
November 9, 1999. 
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permanent removal from the inbox. selected retention period. 

5045 The system shall provide the ability to close multiple ISRs 
without accessing the details for each ISR individually. 

5046 The system shall support the capability to return a closed 
ISR to the User’s Inbox folders and subfolders. 

5047 The system shall set the default status of an tSR to 2637 

assigned upon its receipt in the inbox. 


6551 The system shall track all locations and movements of an 
ISR (e.g. to different locations in the Inbox, in and out of 
the Inbox). 

6552 The system shall display the audit trail of the ISR to any 3854 
user In the system when viewing the ISR or its case. 


The system shall provide the ability to assign 
a status to each work assignment such as 
assigned (the default), reviewed, pending, 
closed, and suppressed. 


The system shall maintain audit trails for all 
functional data changes within the 


Sub Area: Case Management 
5048 The system shall provide users access to a summary 
screen of all ISRs in a given case. 


5049 The system shall support a case summary display utilizing 
the same default sort and display properties as the user’s 
Inbox. 

5050 The system shall allow users to modify and save case 
summary display settings. 

5051 The system shall allow users to access details for any 
ISR in a case from the case summary. 

5052 The system shall support the accessibility of ISR 
attachments at the case level. 


5053 The system shall support a method to request a case 
merge. 

5054 The system shall enable users to access a manual merge 
case tool from all folders in the Inbox and all search 
(including search outputs) screens. 


5055 The system shall require the permission of all users with 
primary surveillance responsibility before performing a 

5056 The system shall allow multiple cases to be merged at one 
time in the Merge Cases tool. 

5057 The system shall provide users with a mechanism for 
creating and registering requests to modify ISR data. 

5058 The system shall support the ability to view controlled 
vocabulary comments entered when a case is changed. 

5059 The system shall allow an ISR to be re-coded (i.e. the 
addition or modification of adverse event coded terms to 
the ISR) without creating a new ISR. 

5060 AERS II shall enable users to run a pre-defined “case 
linking" algorithm to search for duplicate reports or cases 
anywhere the reports or cases are displayed in the 
system (e.g., in an Inbox, within a saved case search 
outputs or case series, from a search outputs screen). 

After this algorithm is run, the system shall display 
potential matches in order from most closely matching to 

5060 AERS II shall enable users to run a pre-defined “case 
linking” algorithm to search for duplicate reports or cases 
anywhere the reports or cases are displayed in the 
system (e.g., in an Inbox, within a saved case search 
outputs or case series, from a search outputs screen). 

After this algorithm is run, the system shall display 


2670 The system shall provide the ability to view 
ail ISRs and attachments associated with a 
case view specific ISR data (drill down 
capability) or specific ISR images. 


3576 The system shall provide the ability to 
customize an Inbox according to user- 
detailed criteria. 


2670 The system shall provide the ability to view 
all ISRs and attachments associated with a 
case view specific ISR data (drill down 
capability) or specific ISR images. 

2755 The system shall provide the ability to merge 
cases based on the determination that two or 
more cases represent a single adverse 
3046 The system shall enable users to access the 
ad hoc merge case tool from all folders in the 
Risk Assessment Inbox and all ISR. Case, 
and Case Series Search (including search 
outputs) screens. 


2755 The system shall provide the ability to merge 
cases based on the determination that two or 
more cases represent a single adverse 


2967 The system shall enable users to view the 
comments entered when an ISR is updated 
(e.g., pulled back) in the View ISR screen. 

2736 The system shall provide the ability to view 
images, view case information, view ISR 
history, and re-code in the View ISR screen. 

2461 The system shall support automatic 

identification of multiple versions, duplicates, 
and follow-up ISRs for a given case. 


2467 The system shall automatically identity 
duplicate ISRs and link them to the original 
corresponding ISR. 
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potential matches in order from most closely matching to 

6553 The system shall capture ISR pullbacks in an audit trail 
viewable throughout the system. 

6554 The system shall allow a user to re-code a routed ISR only 
if the user is an owner of the ISR (i.e., is assigned one or 
more of the suspect products reported on the ISR). 

6555 The system shall support the concept of an "associated 
case”, whereby separate cases that ultimately refer to the 
same patient/event may be linked in the system. 

6555 The system shall support the concept of an “associated 
case ', whereby separate cases that ultimately refer to the 
same patient/event may be linked in the system. 

6556 The system shall ensure that all “associated cases” are 
counted only once in searches, search outputs, and 
reports (e.g., to avoid double counting). 

6557 The system shall allow a user to link multiple cases 
together through a wizard. 

6558 The system shall support the concept of a system- 
generated “master report”, which contains all of the data 
from all of the associated cases, to support searching. 


6559 The system shall provide a wizard whereby a user is 
shown all the reported values for a given data element on 
all cases in the associated case and is allowed to select 
which data elements will be captured on the “master 

6560 The system shall notify the creator of the "master report" 
or, if this user is not active, then the user with primary 
surveillance responsibility for the product that a new 
report has come in.for one of the “associated cases" and 
prompt the user to review the master report wizard, to 
allow the user to update it as appropriate. 

6561 The system shall provide a default “master report” which 
contains the data from the latest best representative 
manufacturer ISR in the "associated case”. 

6562 The system shall overwrite the default "master report" if a 
user creates their own “master report” using the master 
report wizard. 


3854 The system shall maintain audit trails for all 
functional data changes within the 

3492 The system shall restrict the ability to update 
the coding for a new or revised drug label to 
the assigned Safety Evaluator. 

2464 The system shall link all ISRs associated with 
a case. 

2758 The system shall provide the ability to link 
two ISRs together to eliminate redundancy 
within a case. 


3431 The system shall provide wizards 

3613 The system shall provide the ability to create 
a merged case report that summarizes the 
results of all the adverse reports (e.g., direct, 
manufacturer, follow-up) regarding a single 
event. 


3614 The system shall automatically populate the 
appropriate fields of a merged case report 
with default values from the latest recorded 
direct ISR upon a Safety Evaluator's request. 


Sub Area: Case Series Evaluation 

5308 The system shall provide robust functionality to allow the 
manipulation, analysis, and tracking of case series. 

5309 The system shall provide the ability to record the strength 
of an initial case and its potential for case series 

5310 The system will enable users to execute a search to 
display "similar” cases to those in a saved case search 


531 1 The system shall notify any case series owner for whom 
the modified ISR is a best representative ISR in a case that 
is marked as pivotal that an ISR has been modified. 

5312 The system shall provide the ability to record case series 
comments and case series assessment with a default 
population of the appropriate fields from all pivotal cases 
within a case series and with full risk assessor edit 

5313 The system shall provide an automatic notification to the 
appropriate reviewer to notify him/her that a case series 
assessment may need to be updated due to a change in a 
case assessment that is part of the case series. 

5314 The system will provide the ability to view both case 
series data and drug usage data in graphical or tabular 

5314 The system will provide the ability to view both case 
series data and drug usage data in graphical or tabular 


361 1 The system shall provide the ability to record 
the strength of an initial case and its potential 
for case series development. 

3597 The system shall support the identification of 
an ISR that matches the drug and reaction 
criteria for an individual's active case series, 
MARs, and consults. 

2963 The system shall notify any case series 
owner for whom the modified ISR is a best 
representative ISR in a case that is marked 
as pivotal that an ISR has been modified. 

3630 The system shall provide the ability to record 
case series comments and assessments 
with appropriate field default population from 
all pivotal cases within a case series. 

3629 The system shall provide an automatic 
notification to Safety Evaluators when a 
case series assessment may require 
updating due to a change in a case 

3620 The system shall provide the ability to view 
case series data in graphical or tabular form. 

3489 The system shall provide the ability to view 
drug usage data in graphical or tabular form. 
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5315 The system will provide the ability to access external 
clinical morbidity data if they are available for use in 
providing signal context information. 

5316 The system will provide the ability to manipulate or view, 
using statistical and graphical tools, all data fields which 
are part of any case that is a member of an active case 

5317 The system will provide the ability to perform biologic lot 
analysis to compare frequency and percentage of ADR 
reported reactions across biologic lots for a particular 
biologic product. 

5318 The system shall track what information (cases, case 
assessments, etc.) was available at the time of the case 
series assessment to permit case series reconstruction. 


531 9 The system shall support the data capture and computer 
aided generation of MAR documentation from the AERS II 
database; this includes the MAR processes of 
documentation, recommendations, and follow-up. 


5320 The system shall provide the ability to request potential 
MAR status for any active case series and record the 
change date in status. 

5321 The authorized user shall have the ability to create, edit, 
update, and delete the criteria for determining whether a 
case series can be classified as a potential MAR. 

5322 All risk assessors shall have the ability to view MAR 

5323 The system shall, at risk assessor request, screen edited 
case series against MAR criteria to determine potential 
MARs. 

5324 The risk assessor shall have the capability to request 
potential MAR status for any of his/her active case series. 

The system will record the date of the change in status. 

5325 The risk assessor will have the capability to record the 
minutes of the MAR meetings and link these with the 
potential MAR. 

5326 The system shall support the generation of a MAR 
Summary Document from data stored within the AERS 
database including data on the drug, drug label, drug 
dosage and administration; individual cases and their case 
assessments; pivotal cases; signal context data; signal 
confirmation data; and case series assessment. 

5327 The system shall allow the authorized user to fully edit the 
MAR Summary Document 

5328 The system shall allow the capture of all recommendations 
and subsequent activities related to the approval of the 
MAR, including final regulatory actions. 

5329 The appropriate user will have the ability to construct or 
select a pre-defined workflow approval chain for a MAR. 

5330 The appropriate user will have the ability to modify the 
approval chain for a MAR. 

5331 The user will have the ability to record an 
approval/disapproval and associated comments for a 
MAR. The system shall automatically record the 
reviewer’s name and approval/disapproval date. 

5332 The user will have the ability to record regulatory 
recommendations based upon the MAR review process. 

5333 The system will enable the user to update the MAR status 
(signal, annual, or ended), based upon post-MAR 
decisions and regulatory actions. 


3621 The system shall provide the ability to access 
external clinical morbidity data for use in 
signal context information. 

3622 The system shall provide the ability to 
manipulate or view all data fields in an active 
case series using statistical and graphical 

3623 The system shall provide the ability to 
perform biologic lot analysis to compare 
frequency and percentage of reported 
reactions across biologic lots for a particular 

3632 The system shall provide tracking capabilities 
of what information (e.g., cases, case 
assessments) was available at the time of 
the case series assessment to permit case 
series reconstruction.. 

3640 The system shall provide MAR Summary 
Document generation support from data 
stored within the database including drug 
data, drug label, drug dosage and 
administration, individual cases, and 
individual case assessments. 

2699 The system shall provide the ability to 

request potential MAR status for any active 
case series and record the change date in 

3636 The system shall provide the ability to create, 
edit, update, and delete any case series 
criteria with potential MAR status. 

3637 The system shall provide Safety Evaluators 
the ability to view MAR criteria. 

3638 The system shall provide screen-edited case 
series against MAR criteria to determine 
potential MARs. 

2699 The system shall provide the ability to 

request potential MAR status for any active 
case series and record the change date in 

3639 The system shall provide the ability to record 
MAR meeting minutes and link them to the 
potential MAR. 

3640 The system shall provide MAR Summary 
Document generation 'support from data 
stored within the database including drug 
data, drug label, drug dosage and 
administration, individual cases, and 
individual case assessments. 

3641 The system shall provide edit privileges to the 
MAR Summary Document. 

3642 The system shall provide the capture of all 
recommendations and subsequent activities 
related to the approval of 

3643 The system shall provide the ability to 
construct or select a pre-defined workflow 
approval chain for a MAR. 

3644 The system shall provide the ability to modify 
the approval chain for a MAR. 

3645 The system shall provide the ability to record 
an approval, disapproval, and associated 
comments for a MAR 

3646 The system shall provide the ability to record 
regulatory recommendations based upon the 
MAR review process. 

3647 The system shall provide the ability to update 
the MAR status (e g., signal, annual, or 
ended), based upon post-MAR decisions and 
regulatory actions. 


5334 The user shall have the ability to record post-review 
related information concerning a particular MAR. 
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5335 Compliance Officers require notification of and access to 
risk assessor’s case series and MARs 

5336 Compliance Officers require notification of changes in 
status of risk assessor's case series and MARs 

5337 The system must group a series of reports into a 
manufacturer compliance case series that can be 
accessed electronically. 

5338 The system must record and store an assessment of a 
compliance case series. 

5339 The system must track compliance case series activities 
and status from initiation through to completion 

5340 Maintain history of manufacturer compliance case series 
activities and status over time: 

Store compliance officer comments 

Store description of completed compliance actions. 

5340 Maintain history of manufacturer compliance case series 
activities and status over time: 

Store compliance officer comments 

Store description of completed compliance actions. 

5341 The system shall deliver a secondary surveillance work 
assignment or case series to the appropriate risk 
assessor. The work assignment should include a total 
count of flagged cases, the threshold number, the drug 
name, the drug’s safety index level, the reaction, and the 
"labeledness" of the reaction for that particular drug. 


3340 The system shall notify Compliance Officers 
of and provide access to Safety Evaluator 
case series and MARs. 

3341 The system shall notify Compliance Officers 
of changes in status of Safety Evaluator 
case series and MARs. 

3342 The system shall group a series of ISRs into 
a manufacturer compliance case series that 
can be accessed electronically. 

3343 The system shall record and store an 
assessment of a compliance case series. 

3347 The system shall track compliance case 
series activities and status from initiation 
through to completion. 

3346 The system shall store Compliance Officer 
comments and store descriptions of 
completed compliance actions. 

3344 The system shall maintain a history of 
manufacturer compliance case series 
activities and status over time. 

3603 The system shall deliver a secondary 

surveillance work assignment or case series 
to the appropriate Safety Evaluator. The 
work assignment shall include a total count 
of flagged cases and threshold numbers. 


Sub Area: Compliance 

5401 The system shall include specialized searches and 
reports to support evaluation and tracking of 
manufacturers and ISRs by Compliance users. 

5402 The system shall include a modified Direct ISRs Without 
Matching Manufacturer ISRs Compliance report which 
provides case-level information for cases with serious, 
processed, Direct ISRs that were sent to a manufacturer 
and do not match any processed manufacturer ISRs in the 
system based on the combination of. compressed Primary 
Suspect Trade Name if available (otherwise, compressed 
Primary Suspect Verbatim Substance Name will be used). 
Calculated Patient Age, and Patient Gender. This report 
shall handle null values such that a Direct ISR with null 
Patient Gender and a manufacturer ISR with null Patient 
Gender will 'match' for this field. 


5403 The system shall provide the ability to execute canned 
reports that include pre-defined criteria for Compliance 

5404 The system shall establish a minimum data set to include: 
identifiable patient, suspect drug, identifiable reporter, and 
reaction per FDA business rules for determining 
compliance criteria by ISR type (e g., expedited, periodic, 
and electronic submissions). 

5405 The system must flag mandatory fields that are missing on 
manufacturer reports, as well as identify instances 
where manufacturer coding varies from FDA risk 
assessor coding and/or where difference between 
receive date and event notification date are greater than 

5406 The system shall determine whether expedited and 
periodic ISRs are submitted on time. 

5407 The system shall notify the Compliance Officer of late, 
expedited ISRs within 1 5 days of receipt at FDA. 


3892 The system shall provide Compliance 

Officers with access to all compliance case 
series, manufacturer compliance history, and 
JSR compliance scores. 

3772 The system shall include a modified Direct 
ISRs Without Matching Manufacturer ISRs 
Compliance report which provides case-level 
information for cases with serious, 
processed, Direct ISRs that were sent to a 
manufacturer and do not match any 
processed manufacturer ISRs in the system 
based on the combination of: compressed 
Primary Suspect Trade Name if available 
(otherwise, compressed Primary Suspect 
Verbatim Substance Name will be used), 
Calculated Patient Age, and Patient Gender. 
This report shall handle null values such that 
a Direct ISR with null Patient Gender and a 
manufacturer ISR with null Patient Gender 
will 'match' for this field. 


2425 The system shall establish a minimum data 
set to include: identifiable patient, suspect 
drug, identifiable reporter, and reaction per 
FDA business rules for determining 
compliance criteria by ISR type (e.g., 
expedited, periodic, and electronic 

3329 The system shall flag mandatory fields that 
are missing on manufacturer reports, as well 
as identify instances where manufacturer 
coding varies from MedDRA coders. 

2426 The system shall determine whether 
expedited and periodic ISRs are submitted on 

2427 The system shall notify the Compliance 
Officer of late, expedited ISRs within 15 days 
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5408 The system shall provide the ability to access information 
pertaining to the licensing or authorization of a 
manufacturer/distributor or establishment for a product. 

5409 The system shall provide the ability to create manufacturer 
criteria groups through save, name and edit options. 

5410 The system shall provide the ability to update a product 
applicant profile. 

541 1 The system shall provide the ability to count the number of 
serious ISRs that are late. 

5412 The system shall provide compliance reports that include a 
line listing of incomplete ISRs. The report shall include 
ISRs with no reaction specified, ISRs with no suspect 
product specified, ISRs with no reporter specified, ISRs 
with no patient specified, and ISRs with no outcome 


541 3 The system shall provide compliance reports including a 
line listing of late expedited ISRs. 

5414 The system shall provide compliance reports including 
ISRs received per manufacturer and provide a line listing 
of verbatim manufacturer sender, the reported valid trade 
name, and the reported seriousness, as well as provide a 
detailed line listing of ISRs per manufacturer. 

5415 The system shall provide compliance reports including a 
detailed line listing of expedited reports that are late based 
on user input timeliness limits. 

5416 The system shall provide compliance reports including ISR 
counts based on ISR types, activity, and timeliness, as 
well as provide a line listing of inactivated ISRs. 

5417 The system shall provide compliance reports including a 
detailed line listing of cases and the associated ISRs that 
consist of mixed seriousness. 

5418 The system shall provide compliance reports including a 
line listing of manufacturer information. 

5419 The system shall provide compliance reports including an 
ISR line listing per NME. 

5420 The system shall provide compliance reports including a 
line listing of ISRs in which the Manufacturer field was 
indicated in the direct ISR, but no matching manufacturer 
ISR was found. 

5421 The system must be able to track the date the attachment 
was received, the type of attachment, and the 
acceptability of the attachment by manufacturer. 

5422 The system must establish minimum data set or other 
conditions for determining compliance criteria by report 
type (e.g., 15-day, periodic, and E2B submissions). 


5423 Calculate and store a compliance score for each 
individual report received from manufacturers and 
compute a quarterly average manufacturer compliance 

5424 The system must compare manufacturer compliance 
scores to one another, the industry average, and within 
each manufacturer over time (trends). 

5425 The system must calculate industry average compliance 


of receipt at FDA. 

2428 The system shall provide the ability to access 
information pertaining to the licensing or 
authorization of a manufacturer/distributor or 
establishment for a product. 

2838 The system shall provide the ability to create 
manufacturer criteria groups through save, 
name and edit options. 

2875 The system shall provide the ability to update 
a product applicant profile. 

3675 The system shall provide the ability to count 
the number of serious ISRs that are late. 

3741 The system shall provide compliance reports 
that include a line listing of incomplete ISRs. 
The report shall include ISRs with no reaction 
specified, ISRs with no suspect product 
specified, ISRs with no reporter specified, 
ISRs with no patient specified, and ISRs with 
no outcome specified. 

3742 The system shall provide compliance reports 
including a line listing of late expedited ISRs. 

3743 The system shall provide compliance reports 
including ISRs received per manufacturer 
and provide a line listing of verbatim 
manufacturer sender, the reported valid 
trade name, and the reported seriousness, 
as well as provide a detailed line listing of 

3744 The system shall provide compliance reports 
including a detailed line listing of expedited 
reports that are late based on user input 
timeliness limits. 

3745 The system shall provide compliance reports 
including ISR counts based on ISR types, 
activity, and timeliness, as well as provide a 
line listing of inactivated ISRs. 

3746 The system shall provide compliance reports 
including a detailed line listing of cases and 
the associated ISRs that consist of mixed 
seriousness. 

3747 The system shall provide compliance reports 
including a line listing of manufacturer 
information. 

3749 The system shall provide compliance reports 
including an ISR line listing per NME. 

3750 The system shall provide compliance reports 
including a line listing of ISRs in which the 
Manufacturer field was indicated in the direct 
ISR, but no matching manufacturer ISR was 
found. 

2458 The system shall track the date the 
attachment was received, the type of 
attachment, and the acceptability of the 

2425 The system shall establish a minimum data 
set to include: identifiable patient, suspect 
drug, identifiable reporter, and reaction per 
FDA business rules for determining 
compliance criteria by ISR type (e.g., 
expedited, periodic, and electronic 

3330 The system shall calculate and store a 
compliance score for each ISR received from 
manufacturers and compute a quarterly 
average manufacturer compliance score. 

3331 The system shall compare manufacturer 
compliance scores to one another, the 
industry average, and within each 
manufacturer over time (e g., trends). 

3332 The system shall calculate and store industry 
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scores and store these within AERS. 

5426 The system must maintain history of manufacturer 
compliance performance over time: 

Store counts/dates of late/missing reports 
Store counts/dates of incomplete reports 

5427 The system must check medical coding for the following: 

Consistency 

Accuracy 

Completeness 

Down-coding (using a less serious medical code in 
a serious event) 

5428 The system shall notify a Compliance officer every time a 
verbatim manufacturer name is entered but not linked to a 
valid manufacturer name. 

5429 The system must be able to identify serious and non- 
serious reports and distinguish foreign from domestic 
reports to support query and compliance score calculation 
requirements. 

5429 The system must be able to identify serious and non- 
serious reports and distinguish foreign from domestic 
reports to support query and compliance score calculation 
requirements. 

5430 The system must be able to query the database to identify 
potential compliance cases using compliance scores, 
counts of deficient reports, or other compliance related 

5431 The system shall provide Safety Evaluators, Medical 
Officers, and Compliance users with access to site 
inspection data (from FACTS). 


average compliance scores. 

3334 The system shall maintain a history of 
manufacturer compliance performance over 
time, store counts/dates of late/missing ISRs, 
and store counts/dates of incomplete ISRs. 

3335 The system shall check MedDRA coding for 
consistency, accuracy, completeness of 
code, as well as down-coding (e.g., using a 
less serious MedDRA code in a serious 


3345 The system shall distinguish foreign from 
domestic reports to support query and 
compliance score calculation requirements. 

3336 The system shall provide the ability to identify 
serious and non-serious ISRs. 


3337 The system shall provide the ability to query 
the database to identify potential compliance 
cases using compliance scores, counts of 
deficient ISRs, or other compliance related- 


Sub Area: Data Mining 

5290 The system shall interface with WebVDME, to provide all 
data mining needs. 

5291 The AERS II data warehouse shall be used by WebVDME 
for data mining. 

5292 The system shall conduct a preprocessing step (TBD) to 
ensure the AERS data in the AERS II data warehouse are 
normalized and cleaned prior to use in WebVDME. 

5293 The system shall allow WebVDME users to conduct 
controlled cleanup of data (TBD) to ensure clean data use 
in WebVDME. 

5294 The system shall perform a regularly-scheduled, 
automated cleanup of data (TBD) to conduct case linking 
based on a “smart’ 1 algorithm, to ensure cases counts are 
valid in WebVDME. 

5295 The system shall perform a regularly-scheduled, 
automated cleanup of product and manufacturer data 
(TBD), to ensure all verbatim product and manufacturer 
names are linked wherever possible, to support data 

5296 The system shall include “smart” algorithms in Data Entry 
to ensure that all reports are appropriately linked to a case 
and to ensure all verbatim product and manufacturer 
names are linked wherever possible. 


Sub Area: Data Warehouse 

5152 The system shall support a data warehouse, updated 
daily, which supports most searching and analysis 
functions; there shall be a seamless interface between 
AERS II and the AERS II data warehouse from a user 

5153 The AERS II data warehouse shall be refreshed at least 
every 24 hours. 


3657 The system shall provide the ability to extract 
data from the production database 
periodically and load it into the warehouse 

3657 The system shall provide the ability to extract 
data from the production database 
periodically and load it into the warehouse 


5154 The AERS II data warehouse shall be used for all safety 
evaluator, compliance, and FOI searches and reporting. 

5155 AERS II shall allow users to directly access the AERS II 
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data warehouse from within the application. 

5156 AERS II shall support single sign-on with the AERS II data 
warehouse. 

5157 The system shall retain real-time searching against the 
transaction database only for use by data entry staff 
(e.g., to search for duplicates, to provide a count of 
number of certain cases in data entry or coding). 


Sub Area: Drug and Supervisor Assignments 

4974 The system shall provide the ability to create and update 
drug and biologic responsibilities for individual users by 
supervisors or individuals with a supervisory role. 

4975 The system shall allow supervisors or individuals with a 
supervisory role to change temporary reassignment 
criteria for each user subsequent to system routing. 

4976 The system shall provide users with notification when a 
change in their routing and reassignment criteria has 
occurred. 

4977 The system shall maintain a history of assignment and 
transfer dates for each set of routing and reassignment 
criteria as well as each AERS II user. 

4978 The system shall provide drug assignment read-only 
access for users. All users shall be able to view but not 
change routing and reassignment criteria. This 
functionality shall include the ability to view unassigned 

4979 The system shall allow a supervisor or designee the ability 
to reassign an ISR or group of ISRs to another individual. 

4980 The system shall allow supervisors or designees to select 
from an available list of users when temporarily re- 
assigning an ISR. 

4981 The system shall provide the capability to assign and 
reassign active users to active supervisors or individuals 
with a supervisory role. 


4982 The system shall allow supervisors or individuals with a 
supervisory role to assign/inactivate names to the list of 
active users from a valid list of employees. 

6526 The system shall allow supervisors or individuals with a 
supervisory role to designate another active safety 
evaluator to perform his/her assignment responsibilities. 

6527 The system shall enable supervisors or individuals with a 
supervisory role to input a time period (start and end 
dates) for which supervisor designations will be valid. 

6528 The system shall ensure that after the user-defined time is 
up, the system will automatically revert back to the 
original user (supervisor or individual with a supervisory 
role) for assignment privileges. 

6529 The system shall ensure that the designating supervisor 
or individual with a supervisory role may update his/her 
designee or associated timeframes for performing 
assignments at any time. 


3594 The system shall provide the ability to create 
and update drug and biologic responsibilities 
for individual Safety Evaluators and 
Epidemiologists. 


2630 The system shall maintain a history of consult 
assignment dates and transfer dates for 
each drug and Safely Evaluator. 

2724 The system shall provide read-only access 
to view drug assignments for Safely 
Evaluators and update rights to Safely 
Evaluator Supervisors. 

2635 The system shall allow an authorized user to 
reassign a work assignment to another 
individual. 


2631 The system shall provide the capability to 
assign and reassign valid Safely Evaluators 
to valid Supervisors for purposes of 
accessing and reviewing employee work 
assignments and workload. 


2635 The system shall allow an authorized user to 
reassign a work assignment to another 
individual. 


Sub Area: FOI 

5383 The system shall support FOI users in responding to FOI 
requests using the AERS H data warehouse. 

5384 The system must permit redaction of product safety 
concern data for purposes of FOI reporting, should it be 
determined that this information cannot be obtained under 

5385 The system shall provide FOI users access to FOI query 
screens only. 


502 The system must provide access to AERS by 
CDER FOI technicians, with access to the 
FOI query screens only 

3499 The system shall permit redaction Of product 
safety concern data for purposes of FOI 
reporting if this information cannot be 
obtained under the FOI Act. 

3853 The system shall provide CDER FOI users 
with access to the FOI query screens only. 
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5386 The system shall support various types of requests (FDA- 
internal and external triggers) for accessing information 
stored in the AERS II database including post marketing 
surveillance data, adverse event reports, and case series 
reports. 

5387 The system shall allow for the archival and extraction of 
data from AERS for public or regulatory use. such as FOI 
extracts. 

5388 The system will have an “auto-redact “capability; the 
ability to select "FOI" and print a report with selected fields 

5390 The system shall provide the ability to define the workflow 
rules to support the means for creating, updating, and 
maintaining approval hierarchies for requests for 
information and/or consultations. 

5390 The system shall provide the ability to define the workflow 
rules to support the means for creating, updating, and 
maintaining approval hierarchies for requests for 
information and/or consultations. 

5391 The system shall provide a facility to manage the 
assignment of workloads (for information/consultations) 
including automated notification of assignments, 
classification of requests, assignment of request, 
progress monitoring, distribution of consults for reviews, 

5391 The system shall provide a facility to manage the 

assignment of workloads (for information/consultations) 
including automated notification of assignments, 
classification of requests, assignment of request, 
progress monitoring, distribution of consults for reviews. 

5391 The system shall provide a facility to manage the 
assignment of workloads (for information/consultations) 
including automated notification of assignments, 
classification of requests, assignment of request, 
progress monitoring, distribution of consults for reviews, 

5392 The system shall support various types of requests (FDA- 
internal and external triggers) for accessing information 
stored in the AERS II database including post marketing 
surveillance data, adverse event reports, and case series 
reports. 

5394 The system shall provide the ability to run pre-defined FOI 
searches with pre-determined output formats (reports) 

5395 The system shall provide an FOI report line listing of 
completed ISRs as well as the total number of ISRs based 
on user input criteria. 

5396 The system shall enable a user to save an FOI search 
output or report as a 508-compliant, importable, electronic 
file format of their choice; ASCII, PDF, or comma delimited. 

5397 The system shall display the search parameters on the 
last page of the FOI report. 

5399 The system shall provide the ability to execute canned 
reports that include pre-defined criteria for FOI users. 

5400 The system shall print a "AERS Background" page with 
every FOI report, describing the AERS system at a high 
level, the data the file was generated, and providing a 
glossary for key fields (e g., ISR Number, Case Number. 
Valid Trade Name). 

6571 The system shall allow all safety evaluators to access all 
FOI screens. 


6572 The system shall maintain a list accessible/maintainable by 
FOI supervisors of all data elements and whether they 
are to be redacted on FOI reports or not. 


505 The system must allow FOI technicians to run 
automatically redacted FOI queries, as well 
as retrieve images 

485 The system must allow for the on-line 
establishment of workflow chains, detailing 
the steps a request must be automatically 
routed through 

484 The system must allow the on-line 
management of workflow chains 


428 A supervisor must have the ability to view an 
individual's workload, as well as total 
workload for a specified group of users 


230 The system shall provide the capability to 
assign and reassign valid risk assessors to 
valid supervisors for purposes of accessing 
and reviewing employee work assignments 
and workload. 

429 The system must provide the ability to view, 
print, or download workload summaries and 
reports 


504 The system must provide the ability to run 
canned FOI reports, as well as ad hoc queries 
3768 The system shall provide an FOI report line 
listing of completed ISRs as well as the total 
number of ISRs based on user input criteria. 
3593 The system shall allow selection by a user of 
the report output device including view, 
print, e-mail, or save to an ASCII and other 
standard file formats. 

3770 The system shall display the search 

parameters on the last page of the FOI report. 
3713 The system shall provide the ability to run 
canned FOI reports as well as ad hoc 


1023 The system shall enable users to access the 
following reports when AERS Reports 
(formerly Standard Reports) are accessed 
from the Tools menu, provided the user has 
the appropriate role(s) assigned to them in 
System Adminstration: FOI, Compliance, and 
Other (e.g., workload management). 
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6573 The system shall support auto-redaction of verbatim or 
text fields. 

6574 The system shall provide a wizard which allows the user 
to review the auto-redaction performed and modify the 
redaction (e.g., select additional fields to redact) prior to 
saving or printing. 

6575 The system shall ensure that all redaction that occurs on 
electronic files (e.g., PDF) is impervious to hacking or 
otherwise accessing the original underlying data elements. 

6576 The system shall support re-imaging and indexing 
manually and/or auto- redacted files. 

6577 The system shall enable FOI users to create sub- folders 
of redacted ISR images (e.g., used in a common FOI 
request) which are releasable to the public. 

6578 The system shall support tracking which ISRs have been 
released to the public. 

6579 The system shall provide FOI users with the ability to run 3713 The system shall provide the ability to run 

ad hoc queries. canned FOI reports as well as ad hoc 


Sub Area: Follow-up 

5353 The system shall allow provide robust follow-up 
capabilities, to support the initiation, creation, and tracking 
of requests for follow-up information by safety evaluators. 

5354 The system shall provide the ability to request follow-up 
activity (e.g., oral follow-up, written correspondence) to 
clarify an ISR. This request shall include the person 
contacted for the follow up and the type of follow up. 

5355 The system shall provide automated support for 
requesting, recording, and tracking follow-up information 
that is necessary in the initial review of adverse event 


5356 The system shall generate a standard follow-up letter for 
written follow-up requests using information from the 
system database to customize the letter and the mailing 

5357 The system shall record all oral and written follow-up 
activities, including follow-up status, dates, contacts, 
reviewer, and comments associated with a case. 

5358 The system shall provide the ability to establish automatic 
notification for follow-up activities. 

5359 The system shall provide the ability to access Microsoft 
Word templates to create standard follow-up letters and 
routing slips. 

5360 The system shall provide the ability to edit follow-up 

5361 The system shall provide the ability to merge appropriate 
data from the system into a user-defined template in 
Microsoft Word that executes a mail merge function to 
create a follow-up letter. 

5362 The system shall provide the ability to save the letters to a 
shared or local drive, as decided by the Safety Evaluator. 

5363 The system shall provide automated generation of a 
follow-up letter for ISRs that are flagged as matching the 
p re-defined follow-up criteria. 

5364 The system shall enable a Safety Evaluator user to create 
a letter that is modifiable using an external word 
processing application. 

6570 The system shall interface with desktop software for 


2649 The system shall provide the ability to 
request follow-up activity (e.g., oral follow- 
up, written correspondence) to clarify an 
ISR. This request shall include the person 
contacted for the follow up and the type of 
263 The user will have the ability to request a 
follow-up activity (oral follow-up, or written 
correspondence) to clarify an adverse event 
report/case. This request should include the 
target for the follow-up, the type of follow- 
up activity to be performed, the date the 
request was made, and the requester. 

2658 The system shall generate a standard follow- 
up letter for written follow-up requests using 
information from the system database to 
customize the letter and the mailing label. 

2659 The system shall record all oral and written 
follow-up activities, including follow-up 
status, dates, contacts, reviewer, and 
comments associated with a case. 

2660 The system shall provide the ability to 
establish automatic notification for follow-up 

2412 The system shall provide the ability to access 
Microsoft Word templates to create standard 
follow-up letters and routing slips. 

2413 The system shall provide the ability to edit 
follow-up letters. 

2414 The system shall provide the ability to merge 
appropriate data from the system into a user- 
defined template using an OLE call to 
Microsoft Word that executes a mail merge 
function to create a follow-up letter. 

2415 The system shall provide the ability to save 
the letters to a shared or local drive, as 
decided by the Safety Evaluator. 

2648 The system shall provide automated 

generation of a follow-up letter for ISRs that 
are flagged as matching the pre-defined 

3133 The system shall enable a Safety Evaluator 
user to create a letter that is modifiable using 
an external word processing application in 
the Risk Assessment Follow-up screen. 

3471 The system shall enable faxing of Med Watch 
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faxing (e.g., to support faxing follow-up requests). expedited ISR letters and redacted ISRs to 

the manufacturers who are participating in 
the MedWatch Expedited Transmission 

Sub Area: Forwarding ISRs 

5019 The system shall allow users with primary surveillance 
responsibility for an ISR to forward a copy of the ISR to 
multiple user inboxes. 

5020 The system shall support the ability to automatically 
forward ISRs based on user-defined criteria. 

5021 The system shall support the ability to manually forward 
ISRs on an ad hoc basis. 

5023 The system shall maintain an audit record of forwarded 
and re-routed ISR copies. 

5024 There shall be a standard disclaimer attached to each ISR 
provided to a non-user stating that the ISR details are not 
to be released to other parties without review by FOI. 

5025 The system shall support an email/interface to 
communicate information regarding ISRs/adverse events 
between users and other centers and agencies. 

5026 The system shall support the capability to forward multiple 
ISRs to one or more users. 

6541 The system shall make accessible to any user the ISR 
audit record. 

6542 The system shall support the use of a user-modifiable 
distribution list of active users, for us in forwarding or re- 
routing ISRs. 


Sub Area : Inbox Display/Reports 

4988 The system shall provide users with an inbox module for 
the organization and prioritization of individual workload. 


4989 The system shall support a default inbox display format 
for users prior to individual customization. 

4990 The system shall display a default summary view of 
assigned ISRs by drug name. Users shall be able to drill 
down on the summary listing in order to view greater 

4991 The system shall provide the user with the ability to create 
a customized view of assigned ISRs according to user 
defined filter criteria. 

4992 The system shall support the capability to customize the 
inbox ISR display based on any available ISR data fields. 

4993 The system shall support a summary display field that will 
identify ISRs with attachments and allow viewing of such 
attachments. 


4994 The system shall support the display of ail inbox filter 
criteria employed by the user. 

4995 The system shall provide the ability to restore the inbox 
display to default settings. 

4996 The system shall ensure that each adverse event coded 
term's status (labeled/unlabeled) is displayed in the inbox 
in a visual and 508 compliant manner (by color, symbol, 
italics, etc). 

4998 The system shall support the ability to set ISR-based 
surveillance criteria that will trigger the display of a flag 
and a customizable pop-up message. 

5001 The system shall support the ability to generate and print a 


2700 The system shall provide a Safety Evaluator 
Inbox populated with ISRs that meet primary 
surveillance criteria or those re-routed from 
another user. 

3576 The system shall provide the ability to 
customize an Inbox according to user- 
detailed criteria. 


3576 The system shall provide the ability to 
customize an Inbox according to user- 
detailed criteria. 

3576 The system shall provide the ability to 
customize an Inbox according to user- 
detailed criteria. 

291 The user shall have the ability to view all 
reports and attachments associated with a 
case and select any of the following options 
- view the data (drill down capability) for a 
specific report or the image of a selected 
report or the image of an attachment that is 
linked to a case. 

938 The system shall enable the filter or sort 
being performed to be displayed in the title 
bar of the active screen. 

939 The system shall provide the ability to return 
the line listing to the default sort order in the 
front-end inbox. 
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customizable summary report of ISRs displayed in the 

5002 The system shall allow users to select fields for display 
when printing an ISR summary report from the ISR Inbox. 

5003 The system shall be capable of printing an individual ISR 
report without accessing ISR details. 

5004 The system shall allow users to view and print part or all 
of a label from the Inbox. 

5005 The system shall support the ability to track inbox counts 
for any assigned drug over a user-defined time period. 

6530 The system shall allow a user to customize the criteria for 277 1 The system shall provide a pop-up message 

viewing a pop-up message (e.g., only certain DMEs, or in a Safety Evaluator's Inbox triggered by the 

certain DMEs with certain outcomes but not other expiration of the automatic notification 

outcomes) using any of the available data elements for an functionality. 

6531 The system shall allow the pop-up message feature for 
Inbox notification to be turned-off completely by an 

6532 The system shall support a default setting (TBD) for all 
new safety evaluators given AERS accounts, which 
governs Inbox pop-up notification and flagging. 

6533 The system shall provide a visual flag that an ISR that 
meets user-defined surveillance criteria, which remains 
as long as the ISR is in the user's Inbox. 

6534 The system shall display on the pop-up message the 
reason the ISR is flagged (i.e., why it meets the user- 
defined criteria). 

6535 The system shall support the generation of a Medwatch- 
like form to display the corresponding fields from the ISR, 
or, if a case, from the best representative ISR for that 

6536 The system shall allow a Med watch-like form to be 
generated from anywhere in the system where ISRs or 
cases are displayed (either individually or in line-listing 

6537 The system shall allow a user to “Save As” the system- 
generated MedWatch-like form in PDF format (e.g., to save 
to their local drive). 

6538 The system shall support printing the Medwatch-like form 
either individually (e.g., when viewing one ISR) or in a 
batch (e.g., by multi-selecting a number of ISRs or cases 
from a line listing). 

6539 The system shall ensure that a large, clearly identifiable 
watermark is generated on the MedWatch-like form, so as 
to distinguish it as being different that the form actually 
submitted by the manufacturer or direct reporter. (For 
example, the watermark could read "FDA INTERNAL USE 
ONLY. This report may or may not represent data as 
originally submitted.’’) 

6540 The system shall support the ability to track inbox counts 
for any assigned safety evaluator over a user-defined 
time period. 


Sub Area; Inbox Filter Management 

4983 The system shall enable the user to receive any ISRs that 
meet the drug/biologic/medical term code (reaction) 
combination regardless of the seriousness and/or 
labeledness of the ISR based on the adverse event coded 
terms in the personal DME list. 

4984 The system shall support the capability to filter ISRs 
coming into the Inbox based on standard DME lists (by 
choosing which center DMEs to apply to their Inbox). 

4985 The standard DME list shall serve as the default (prior to 
modification by user) DME list for the users of the system. 

4986 AERS II shall allow users to multi-select products and 
DMEs when managing their individual surveillance criteria, 
and suppress all values at once (instead of having to do 
one at a time). (Note: This is a GUI standard). 

4987 The system shall maintain an audit trail of filters in place 
for each Inbox. The user instituting the filter shall be able 


2727 The system shall enable the Safety Evaluator 
to receive any ISRs that meet the 
drug/Med DR A code (reaction) combination 
regardless of the seriousness and/or 
labeledness of the ISR based on the PTs in 
the personal DME list. 

2730 The system shall not suppress Center DMEs 
until indicated as such by the Safety 
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to record a comment about the filter. The filters shall be 
viewable by appropriate parties. 


Sub Area: Inbox Organization 

5006 The system shall support the ability for individual users to 
customize the organization of the AERS II inbox. 

5007 The system shall allow users to apply dynamic sorting 
criteria to ISRs in their inbox, utilizing all available data 

5008 The system shall provide ascending and descending sort 
capability for each data field visible in the inbox. 

5009 The system shall provide mixed ascending and 
descending sort capability for multiple data fields 

5010 The system shall allow users to group ISRs in nameable 
folders and subfolders. 

501 1 The system shall support the ability for ISRs to be viewed 
in more than one folder and/or subfolder. 


3576 The system shall provide the ability to 
customize an Inbox according to user- 
detailed criteria. 


2869 The system shall provide an ISR search that 
sorts the results in ascending or descending 
order- 

3396 The system shall provide mixed ascending 
and descending sort capability 


5012 The system shall maintain ISRs in folders and/or 
subfolders until manually removed by the user with 
primary surveillance responsibility. 

5013 The system shall automatically update ISRs that are 
located in a folder with the best representative cases as 
they are entered into the system. 

5014 The system shall automatically notify users with primary 
surveillance responsibility when an ISR located in a folder 
has been updated with a best representative case. 

501 5 The system shall enable users to utilize Inbox filtering and 
sorting capability in any folder or subfolder of the Inbox. 

5016 The system shall support the capability to save and name 
filter and sort criteria. 

5017 The system shall retain filtering and sorting criteria while 
working in a specific functional area.- If a user filters data 
in the front-end inbox and navigates to another functional 
area the original filter will not be lost in the front-end inbox 
unless the user rescinds criteria. 

5018 The system shall support the use of automatic notification 2660 The system shall provide the ability to 

functionality (tickler) reminders based on individualized establish automatic notification for follow-up 

user critena. When an ISR is marked by a tickler, the ISR 

shall be automatically placed in a “tickler folder’’. 


Sub Area: Inbox Signal Detection 

5027 The AERS II system shall provide automated signal 
generation capabilities, the details and path of which is 
captured in an audit trail. 

5028 The system shall allow a user to create and modify 
automated signal generation criteria. 

5029 The system shall support the availability of dictionary- 
coded drug/biologic labels for comparison to the adverse 
event coded terms in each ISR. 

5030 The system shall ensure that each adverse event coded 
term within an ISR shall have a status 
(labeled/unlabeled/unavailable) which will be automatically 
noted by the system. 

5031 The system shall use medical dictionary coded 2644 The system shall use MedDRA-coded drug 

drug/biologic label information, if available, to determine the label information, if available, to determine the 
labeled ness (using SPL) of a reported reaction. labeledness of a reported reaction for 

purposes of primary and secondary 
surveillance processing. 

5032 The system shall support the ability to sort AE coded 
terms based on whether coded adverse events are 

5033 The system shall support the capability to manually assign 
a status to the adverse event coded term if the coded 
term’s status is not available. The status shall be retained 
for each subsequent AE coded term/NDA/STN 
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5034 The system shall support the availability from the inbox of 
product labeling for all US approved drug/biologics in 
multiple formats (PDF, SPL, MSWord). 

5035 The system shall support the availability of medical coding 
shall be accessible from the inbox. Coding shall be 
available in an expandable form so that coding hierarchy 
can be viewed. 

5036 The system shall support the ability of each user to 
identify, for each drug/biologic assigned, other persons 
responsible for reviewing the drug within the center (PM, 
MO, chemist, etc). 

5037 The system shall support the availability of secondary 
surveillance analysis functionality (Quick Counts) from the 
Inbox. 


5038 The system shall periodically screen the AERS data base 
in order to count and flag relevant cases that meet or 
exceed the threshold criteria associated with a reported 
suspect drug's assigned drug safety index level as 
determined by the user. 

5039 The system shall notify the user if one or more of the 
user-defined thresholds for case counts has been 

6543 The system shall support combining labeled data with 
Outcome data when setting signal generation criteria (e.g.. 
Fatal Rash not Rash alone). 

6544 The system shall support the ability to sort AE coded 
terms based on data mining score 

6545 The system shall support the ability to sort AE coded 
terms based on quick counts score. 

6546 The system shall support the availability of data mining 
scores from the Inbox. 

6547 The system shall support the availability of labeled (or 
labeled+Outcome) determination from the Inbox. 

6548 The system shall allow the user to customize the 
automated notification criteria using any of the available 
data elements on an ISR. 

6549 The system shall maintain an audit trail of all notifications 
and the reasons why ISR(s) exceeded the thresholds. 

6550 The system shall allow a user to create different sub- 
folders in the Inbox to contain ISRs or cases which meet 
different user-defined thresholds. 


3603 The system shall deliver a secondary 

surveillance work assignment or case series 
to the appropriate Safety Evaluator. The 
work assignment shall include a total count 
of flagged cases and threshold numbers. 

3602 The system shall periodically screen the 
system database and count and Hag relevant 
cases that meet or exceed the threshold 
criteria associated with a reported suspect 
drug’s assigned drug safety identifier. 


Sub Area: Individual ISR Display 

5122 The system shall support a display of all available data 
relevant to an individual ISR in the form of a detailed view. 

5123 The system shall display ISR details in the format similar to 
the Med Watch form. 

5124 The system shall display all information in the ISR detailed 
view as read-only. 

5125 The system shall allow users the ability to view all data 
related to the ISR if the data is received in the proper 

5126 The system shall allow users to navigate to specific 
sections of the ISR record. 

5127 The system shall support the ability to view an individual 
ISR audit trail. 

5128 The system shall support the ability to access updated 
data pertaining to all changes of regulatory responsibility 
within the pharmaceutical industry from the detailed ISR 

5129 The system shall support access to all approved product 
labeling. 

5130 The system shall support access to all carton labeling and 
color images. 

5131 The system shall allow users to view the FDA active 
ingredient for combination products table/system from the 
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ISR detail screen. 

5132 The system shall support access to data mining scores 
from the detailed ISR view. 

5133 The system shall provide the user with a history of activity 2636 The system shall provide a history of activity 

related to risk assessment activities associated with an related to safety evaluation activities 

associated with a work assignment. 

5134 The history of activity comments shall be associated with 
the ISR and is not releasable to the public. 

5135 The system shall support the ability to re-code an ISR from 2736 The system shall provide the ability to view 

the ISR detail screen. images, view case information, view ISR 

history, and re-code in the View ISR screen. 

5136 The system shall allow users to view the audit trail of an 2736 The system shall provide the ability to view 

ISR from the ISR detail screen. images, view case information, view ISR 

history, and re-code in the View ISR screen. 

' 5137 The system shall display the calculated and the reported 
age on the ISR detail screen. 


Sub Area: ISR Routing 

4965 The system shall ensure that users receive the 
appropriate 15-day, Direct Reports, and DME tagged 

4966 The system shall assign ISR reports to the responsible 
user(s) based on assigned drug/biologic or biologic 
responsibilities and surveillance standard DME. 


4967 The system shall provide the capability for automatic 
routing of ISRs to one or more users (DDRE and DMETS 
users and Medical Officers) based on flexible assignment 
combinations. When a report has been automatically 
routed, the receiver shall be notified. 

4968 The system routing assignment criteria shall be determined 
by dynamic filter criteria based on any fields contained 
within the ISR (e.g., NDA number, STN, BLA, trade name, 
date of approval, adverse event, indication, etc). 

4969 The system shall provide users with the capability to view 
the active routing criteria for their inbox. 

.4970 The system shall include the functionality to manage 
standard DME lists including viewing, adding, and 
suppressing entries. 

4971 The system shall support the capability to manage DME 
lists by A I and/or Trade Name. 

4973 The system shall automatically route ISRs with the HLGT 
Medication Error to the corresponding Medication Errors 
Inbox. 


Sub Area : ISR Screen Printing 

5138 The system shall support printing the information displayed 2477 The system shall support screen printing 

on the ISR detail screen. capabilities 

5139 The system shall support the capability to view and print 
multi-page ISR images and eSub reports from the ISR detail 
screen. 

5140 The system shall allow users to generate a PDF file of the 
MedWatch form. 

5141 The system shall support re-sizing ISR images and eSub 
reports. 


Sub Area: Label Search 

5227 The system shall support the capability to search product 2773 The system shall provide the capability to 

labels and use product label data in AERS. perform a full text search on the most current 

product label. 

5228 The system shall provide the ability to view and select 2675 The system shall provide the ability to view 

search criteria for product label searches against the drug and select search criteria for drug label 

label database. searches against the drug label database. 


3576 The system shall provide the ability to 
customize an Inbox according to user- 
detailed criteria. 


2629 The system shall select and assign ISRs to 
the responsible Safety Evaluator based on 
assigned drug or biologic responsibilities and 
on primary surveillance standard DME and 
individual criteria. 
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5229 The system shall support the ability to view and select 
search criteria for performing a product label search 
against the AERS drug label database. 

5230 The system shall use a coded label or a suspect product 
reported in an ADR to determine the “labeledness” of the 
adverse reaction if a coded label is available. 


5231 The system shall provide the ability to view the most 
current label for a new molecular entity or designated 
product of interest. 

5232 The system shall provide the ability to access and view 
the appropriate product label if user wants to view label 
for a generic product. 

5233 The system shall provide the capability to perform full text 
search on the most current product label. 

5234 The system shall provide the capability to directly view 
image of a label from inside the AERS system. 

5235 The system shall provide the capability to compare a label 
with other relevant product labels that have the same 
pharmacological class or the same therapeutic indication 
class. 

5236 The system shall provide the ability to compare a product 
label with other relevant product labels to promote 
identification of adverse reactions that are prevalent in a 
product class, and use the results as screening criteria. 

5237 The system shall provide the ability to code all reactions 
and record their corresponding label section names for 
biologies and drug products. 

5238 The system shall provide the ability to edit medical code 
terms for a drug or biologic label. 

5239 The system shall provide the ability to view medical code 
terms upon request. 

5240 The system shall provide the ability to medical code, all 
indications for use listed on a drug or biologic label. 

5241 The system shall provide the ability to handle search 
criteria which requires medically coded labeled fields as 

5242 The system shall provide the ability to compare a drug 
label with other relevant drug labels to promote 
identification of adverse reactions that are prevalent in a 
drug class, and use the results as screening criteria. 

5243 The system shall provide the capability to compare a label 
with other relevant drug labels that have the same 
pharmacological class or the same therapeutic indication 
class 


2675 The system shall provide the ability to view 
and select search criteria for drug label 
searches against the drug label database. 

2644 The system shall use MedDRA-coded drug 
label information, if available, to determine the 
labeledness of a reported reaction for 
purposes of primary and secondary 
surveillance processing. 

2825 The system shall provide the ability to view 
the most current label for an NME or 
designated drugs of interest. 

2826 The system shall provide the ability to access 
and view the appropriate drug label if a user 
wants to view a label for a generic drug 

2773 The system shall provide the capability to 
perform a full text search on the most current 
product label. 

2828 The system shall provide the ability to directly 
view label images from inside the system. 

3481 The system shall provide the capability to 
compare a label with other relevant drug 
labels that have the same pharmacological 
class or the same therapeutic indication 

3482 The system shall provide the ability to 
compare a drug label with other relevant 
drug labels to promote identification of 
adverse reactions that are prevalent in a 
drug class and use the results as screening 

2829 The system shall provide the ability to 
MedDRA code all reactions and record their 
corresponding label section names for 
biologies and drug products 

2830 The system shall provide the ability to edit 
MedDRA terms for a drug or biologic label. 

2831 The system shall provide the ability to view 
MedDRA terms upon request. 

2832 The system shall provide the ability to 
MedDRA code all indications for use listed on 
a drug or biologic label. 

3483 The system shall provide the ability to handle 
search criteria that require MedDRA-coded 
labeled fields as input. 

3482 The system shall provide the ability to 
compare a drug label with other relevant 
drug labels to promote identification of 
adverse reactions that are prevalent in a 
drug class and use the results as screening 

3481 The system shall provide the capability to 
compare a label with other relevant drug 
labels that have the same pharmacological 
class or the same therapeutic indication 


Sub Area: Miscellaneous Expanded Search Criteria 

5180 The system shall support a new data element, pharm 

5181 The system shall allow users to have the ability to search 
the database by pharm class. 

5182 The system shall have the ability to identify adverse 
events due to generic products. 

5183 The ISR details display shall present NCI CTCAE events 
that are reported with a grade in the narrative. 

5184 The system shall support fuzzy searches on lot numbers. 

5185 The system shall support the ability to search by the date 
a report was first received. 

5186 The system shall support the ability to search by the date 
of receipt of the most recent information on reports. 
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5187 The system shall ensure that post-marketing safety study 
data are searchable by drug, manufacturer, safety issue, 
reaction(s), demographic, and cooperative 
agreement/contract database name. 

5188 The system shall support the ability to request a search of 
reported drug interactions with selected medical terms 
and with one or more drugs. 

5189 The system shall support the ability to request a search of 
all ADR reports/cases for a particular standard drug or 
biologic group such as by AHFS code or FDA 
pharmacologic category. 

5190 AERS II shall support query-building wizards that allow 
certain types of searches (e g., interaction searches) to 
be programmed into the wizard such that the wizard will 
walk a user through the process of building a query of 
that type, to help the user establish the search criteria, 
relationship between data elements, logic statements, etc. 

5191 The system shall allow users to build a query definition 
without having any knowledge of SQL. 

5192 The system shall provide drop and drag feature for 
selection of search criteria. 

5193 The system shall support the generation of ad hoc queries 
using a menu-driven interface and variable parameters 

5194 The system shall support free form entry for query 
definition, which will enable users to choose to enter 
search criteria without a standard format. 

5195 The system shall support canned (e.g., in the form of the 
search Wizard) and ad Hoc searches for users to query 
the database. 

5196 The system shall have links to each FDA active ingredient 
for combination products table/system. 

5197 The system shall have the ability to search all dictionaries. 

5198 The system shall have the ability to allow users to 
customize database and dictionary searches. 

5199 The system shall support the ability to view and select 
search criteria for performing a manufacturer search 
against the manufacturer dictionary. 

5200 The system shall have the ability to retain saved FDA 
searches after application software upgrades. 

5201 The system shall provide the ability retrieve information 
about drug safety studies, including study type, 
requirements, protocols, findings, and recommendations 

5202 The system shall provide Medical Officers with access to 
pre-market safety data (TBD). (Note: Medical Officers 
interviewed determined that this requires validation with 
FDA management and may be a longer-term goal rather 
than an immediate need for AERS II.) 

5203 AERS II shall use the term “Safety Evaluator” throughout 
the system instead of “Risk Assessor.” 

6569 The system shall support additional miscellaneous search 
criteria (note: this is a catch-all requirement and includes 
numerous, often unrelated sub-requirements). 


351 0 The system shall retrieve post-marketing 
safety study data by drug, manufacturer, 
safety issue, reaction(s), demographic, and 
cooperative agreement/contract database 
2685 The system shall provide the ability to search 
reported drug interactions containing 
specified MedDRA terms and/or one or more 
3618 The system shall provide the ability to search 
all ISRs and cases for a particular standard 
drug or biologic group such as AHFS code or 
FDA pharmacological category. 

3431 The system shall provide wizards 


3412 The system shall support capability to build a 
query/report definition without knowledge of 
SQL 

3415 The system shall provide drop and drag 
feature for selection of data 

3436 The system shall generate ad hoc queries 
using a menu-driven interface and variable 
parameters 

3416 The system shall support free form entry for 
report/query definition 

3545 The system shall provide canned and ad hoc 
searches for users to query the database. 


2673 The system shall provide the ability to view 
and select search criteria for manufacturer 
searches from the manufacturer dictionary. 


Sub Area: Public Online Access 
6581 The Public Web Site shall support a “Most Populate FOI 
Requests" feature which provides online access to FOI 
reports and/or redacted images for common public 


Sub Area: Quick Counts At-A-Glance Functionality 
5365 The system shall provide Quick Counts (high-level 
information about a case and summary statistics) and 
other at-a-glance functionality in AERS. 
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5366 

5367 

5368 

5369 

5370 

5371 

5372 

5373 

5374 

5375 

5376 

5377 

5378 

5379 

5380 


5381 

5382 


The system shall provide Quick Counts based on the ISR 
data (active ingredient/reaction combination). 


The first ingredient displayed in Quick Counts should 
always be the ingredient that was searched on, or, if not 
accessed from a search, the first primary suspect 
product ingredient displayed for a case. 

The system shall include Quick Counts, which provides 
counts of cases meeting any valid active ingredient and 
reaction combination. 


The system shall enable users to conduct Quick Counts 
from the ISR or case detail screen. 


The system shall enable users to use existing product and 
reaction group lists in Quick Counts. 

The system shall provide Quick Counts based solely on 
the ingredient and reaction combination contained in the 
ISR and count all the cases that meet the display 
ingredient in the database. 

The system shall provide Quick Counts at the PT level of 
MedDRA by default. 

The system shall provide the ability to reset and return to 
the original criteria used to conduct Quick Counts. 


The system shall provide the ability to include active 
ingredients and the appropriate salts when conducting 
Quick Counts. 

The system shall enable the safety evaluator to conduct 
Quick Counts at all levels of the medical coding thesaurus. 

The system shall enable users to drill up or down the 
medical coding hierarchy in Quick Counts. 

The system shall provide a print out of the Quick Counts 
screen including the selected active ingredients case 
counts, selected medical terms, case, death, and serious 


AERS II shall include other "at-a-glance" screens (TBD). 
which provide a quick view of user-defined parameters. 
Examples include: "Quick Compliance" (to display key 
dates and calculations of interest, for example, the 
difference between the manufacturer received date and 
the initial FDA received date for the case) and “Quick 
Labeledness” (to display the reported reactions on the 
case being viewed against the labeled reactions for the 
primary suspect product). 

All “at-a-glance” screens (including Quick Counts) shall 
allow users to access the search screens directly. 

The system shall enable fuzzy searching on active 
ingredient names in Quick Counts. 


3043 The system shall include a functional 
Secondary Surveillance Counts screen, 
renamed to 'Quick Counts’, which provides 
counts of cases meeting any valid active 
ingredient and reaction combination. 


3043 The system shall include a functional 
Secondary Surveillance Counts screen, 
renamed to 'Quick Counts', which provides 
counts of cases meeting any valid active 
ingredient and reaction combination. 

3052. The system shall enable users to conduct 
Secondary Surveillance Counts from the 
modified More Information screen. 

2737 The system shall provide the ability to obtain 
secondary surveillance counts for any 
ingredient and reaction combination. 


2738 The system shall provide secondary 
surveillance counts based solely on the 
ingredient and reaction combination 
contained in the ISR and count all the cases 
that meet the display ingredient in the 

2739 The system shall provide secondary 
surveillance counts at the PT level of 
MedDRA by default. 

2741 The system shall provide the ability to reset 
and return to the original criteria used to 
conduct secondary surveillance counts. 

2872 The system shall provide PTs displayed in the 
' Secondary Surveillance Counts screen in 
descending frequency. 

2881 The system shall provide the ability to include 
active ingredients and the appropriate salts 
when conducting secondary surveillance 
'counts. 

3673 The system shall enable the Safety Evaluator 
to conduct secondary surveillance counts at 
the HLT or HLGT level of MedDRA. 


3721 The system shall provide a print out of the 
Secondary Surveillance Counts screen 
including the selected active ingredients case 
counts, selected PTs case, death, and 
serious counts. 


The system shall provide the ability to obtain Quick Counts 
for any ingredient and reaction combination. 


The system shall provide medical terms displayed in Quick 
Counts screen in descending frequency. 


Sub A rea: Risk A ssessor Summary Reports 

5342 The system shall allow support the creation of Risk 
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Assessor Summary Reports by safety evaluators. 

5343 The system shall provide the ability to create a Risk 
Assessor Summary Report (initial or follow-up) when an 
oral follow-up request is received. This ISR shall populate 
with values from the last received direct ISR associated 
with the case. 

5344 The system shall link all Risk Assessor Summary Reports 
to associated ISRs and to an associated case. 

5345 The system shall link follow-up information received from 
a written request to the appropriate follow-up request 
activity to support follow-up performance measurement. 

5346 The system shall provide the ability to record comments 
for a Risk Assessor Summary Report. 

5347 The system shall record the FDA receipt date, report date, 
and version for each Risk Assessor Summary Report. 

5348 The system shall record Risk Assessor Summary Reports 
with direct reporters as initial direct ISRs for cases that 
have no prior recorded direct ISR. 

5349 The system shall provide the option to locate an initial ISR 
for a case, given the information on the Risk Assessor 
Summary Report- 

5350 AERS II will allow the appropriate user (the owner of the 
primary suspect product) to choose to be alerted that a 
follow-up report has come in for a case in which there is 
a Risk Assessor Summary Report. Users will have the 
ability to turn off this notification. 

5351 AERS II shall include a flag on the screen that displays 
case line listings, which will signify whether any of the 
cases displayed has a Risk Assessor Summary Reports 
associated with it. 


5352 AERS II shall print Risk Assessor Summary Report reports 
(i.e., as though they were an image) whenever Batch 
Print is selected for that case. 


2650 The system shall provide the ability to create 
a Safety Evaluator follow up or Safety 
Evaluator initial ISR when an oral follow-up 
request is received. This ISR shall populate 
with values from the last received direct ISR 
associated with the case. 

2651 The system shall link all Safety Evaluator 
follow-up ISRs to associated ISRs and to an 
associated case. 

2652 The system shall link follow-up information 
received from a written request to the 
appropriate follow-up request activity to 
support follow-up performance measurement. 

2653 The system shall provide the ability to record 
comments for a Safety Evaluator follow-up 

2654 The system shall record the FDA receipt 
date, report date, and version for each 

2655 The system shall record Safety Evaluator 
follow-up ISRs with direct reporters as initial 
direct ISRs for cases that have no prior 
recorded direct ISR. 

2656 The system shall provide the option to locate 
an initial ISR for a case, given the information 
on the Safety Evaluator follow-up ISR. 


2683 The system shall provide Safety Evaluators 
with the ability to view a line listing of all 
cases within the case series. Each case line 
listing shall include key data for quick 
determination of further investigation. 


Sub Area: Sav'mg/Export'mg Search Results 

5265 The system shall support the retention and export of 
searches to systems external to AERS II. 

5266 The system shall have the ability to retain saved FDA 
searches after application software upgrades. 

5267 The system shall provide users with the capability to 
redisplay a previous query result. 

5268 The system shall have the ability to save or export results 
of database searches into text, delimited, Microsoft Excel, 
Microsoft Access, SAS, WordPerfect, Quattro or Lotus 1- 
2-3 file. 

5268 The system shall have the ability to save or export results 
of database searches into text, delimited, Microsoft Excel, 
Microsoft Access, SAS, WordPerfect, Quattro or Lotus 1- 
2-3 file. 

5268 The system shall have the ability to save or export results 
of database searches into text, delimited, Microsoft Excel, 
Microsoft Access, SAS, WordPerfect, Quattro or Lotus 1- 
2-3 file. 

5268 The system shall have the ability to save or export results 
of database searches into text, delimited, Microsoft Excel, 
Microsoft Access, SAS, WordPerfect, Quattro or Lotus 1- 
2-3 file. 

5268 The system shall have the ability to save or export results 
of database searches into text, delimited, Microsoft Excel, 
Microsoft Access, SAS, WordPerfect, Quattro or Lotus 1- 
2-3 file. 


2519 The system shall support capability to save 
query/report definitions 
2521 The system shall provide capability to 
redisplay previous query result 
2515 The system shall provide capability to export 
a text file 


3399 The system shall provide capability to export 
a delimited file 


3400 The system shall provide capability to export 
a Quattro or Lotus 1-2-3 file 


241 8 The system shall export data to other 
software packages through ASCII or other 


3401 The system shall provide capability to export 
a WordPerfect file 
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5269 The system shall support the capability to select result set 
fields for export while excluding others. 

5270 The system shall provide the ability to save a case series 
assessment as a word processing file attached to a 
saved case search (case series). 

5271 The system shall have the capability to copy and paste 
outputs and searches to other applications. 

5272 The system shall support the retrieval of a previously 
saved ad hoc query or report format. 

5273 The system shall support the ability for users other than 
the report author to use previously saved queries. 

5274 The system shall provide a history for each saved search 
to indicate when the search was last executed. 

5275 The system shall support the ability to save ad hoc 
queries and reports for retrieval and subsequent 
modification. 

5276 AERS II shall provide a collaboration area (TBD) where 
certain users are allowed to view saved 
searches/outputs placed in this shared area. For 
example, this area shall support threaded discussions, 
folders/sub-folders, the ability to post other documents to 
the shared area, and the ability to control access to each 

5277 AERS II shall enable users to save their searches in such 
a manner that they are private (viewable only to that user) 
or can be published to a shared area designated by the 
user (e.g. . a team or group area). 

5278 AERS 11 shall allow search results/outputs to be published 
to a shared area with comments entered by the search 

5279 AERS II shall support the concept of a search "owner", 
and allow only that individual to modify the search criteria 
or change the output display format, when a search is 
published to a shared area if desired. The user may 
choose at the time of publishing whether to allow others 
to update the search. 

5280 AERS II shall allow users to have a "Save As” function, 
which enables them to modify an existing saved search 
and save it with a different name. 

5281 AERS II shall prompt a user whether or not they want to 
save changes to saved search criteria once modified. 

5282 AERS II shall support the concept of flagging cases within 
a set of search results in order to determine which cases 
have been reviewed by the search requester. 

5283 AERS II shall allow users to send search outputs to 
another AERS user with text comments. 

5284 AERS II shall allow users to send search outputs sent via 
FDA email as an attachment. 

5285 AERS II shall allow users sending search outputs to 
designate before sending whether the outputs will be 
Read Only or Updatable when viewed by the recipients. 

5286 AERS II shall enable users to add comments regarding a 
saved or published search output or case series. 

5287 The system shall provide the ability to view, edit, save, 
print, lock, and delete a published saved search outputs or 
case series. 

5288 The system shall support the capability to record the 
trigger event (consult request, primary surveillance work 
assignment, secondary surveillance, literature reference), 
and a specific reference entity (report number, literature 

. ID, etc.) for each saved case search (case series). 

5289 The system shall provide the ability to save a case series 
assessment as a word processing file attached to a 
saved case search (case series). 


3631 The system shall provide the ability to save a 
case series assessment as a word 
processing file. 


3380 The system shall retrieve a previously saved 
ad hoc query or report format 

3381 The system shall enable users to use 
previously saved queries 


2494 The system shall save ad hoc queries and 
reports for retrieval and subsequent 
modification 


3616 The system shall provide the ability to record 
trigger events (e.g., consult requests, 
primary surveillance work assignments, 
secondary surveillance, literature 
references) and specific reference entities 
3631 The system shall provide the ability to save a 
case series assessment as a word 
processing file. 


Sub Area: Search Output 

5244 The system shall support user-customizable formats for 
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the display of search results. 

5245 The system shall support tabular query definition. 

5246 The system shall support cross-tab query definition. 

5247 The system shall support master/detail query. 

5248 The system shall support pivot table query definition. 

5249 The system shall enable the filter or sort being performed 
by a user to be displayed in the title bar of the active 

5250 The system shall provide the ability to temporarily ‘hide" 
portions of the result set. 

5251 The system shall provide the ability to easily merge search 
results. 

5252 The system shall ensure that users may define the format 
in which the search results will be displayed at the time a 
search is being created (e.g., pie charts, radial diagrams, 
tables, cross-tabs, bar charts). 

5253 The system shall provide a “Print Preview'’ function for 
search outputs and reports to assist users in ensuring 
that their outputs may be printed in a user-friendly way. 

5254 The system shall enable the user to designate which ISRs 
or cases in a saved ISR or case list to display in a search 
output format (e.g., table, crosstab). 

5255 The system shall ensure that graphical search outputs 
(e.g., pie charts, bar charts) shall be customizable by 
users with regard to colors, chart titles, labels, and 

5256 AERS II shall allow users to drill down/up (e.g., within 
medical coding hierarchy, or drill down to see individual 
case information) within their search results. 

5257 AERS II shall allow users sort or filter their search results 
using any of the available data elements in the system. 


5258 AERS II users must be able to refine the search results 
displayed using any of the available data elements in the 
system without requiring a new search to be executed 
(for example, instructing the system to remove all Non- 
Serious cases from the search results display without 
having to go back and re-run a search). 

5259 The system shall provide certain predefined or “canned” 
reports (TBD) which will enable a user to create a 
designated output format for a group of cases, and print 

5260 The system shall allow users to convert unit 
measurements where practical when executing 

5261 The system shall assist users when creating the search 
output / report format. 

5262 AERS II shall support the capability to save the filter or sort 
conducted on the saved search outputs so that the next 
time that saved search is opened, the user-defined view 

is displayed (and the cases that are hidden are still 
attached to the search output). 

5263 AERS II shall enable users to hide or exclude cases in a 
saved case search output (case series). 


5264 AERS II shall allow users to create their own grouping of 
cases (case series) which are not necessarily tied to 
similar underlying search criteria / query parameters. (For 
example, a user could run a case search, and then key in 
case numbers of the cases they wanted to add to the 
search and/or exclude other cases, and then save the 
group of cases and still have full access to all available 


2504 The system shall support tabular 
query/report definition 

2505 The system shall support crosstab 
query/report definition 

2506 The system shall support master/detail 
query/report definition 

3385 The system shall support pivottable 
query/report definition 

2975 The system shall enable the filter or sort 
being performed to be displayed in the title 
bar of the active screen. 


341 3 The system shall provide graphical query 
builder 

3429 The system shall provide capability to drill 
down in summary reports 

3068 The system shall enable users to filter using 
Active Ingredient, Trade Name, Review 
Division, or NDA/PLA Number in the Assign 
Product Responsibility Unassigned and Re- 
assign screens. 


2750 The system shall provide the ability to 
evaluate each individual case marked as 
pivotal, exclude cases from the case series, 
add reason information in the Results screen, 
and save everything into a case series. 

2684 The system shall provide the ability to record 
a case series query, all subsequent edits 
(addition and removal of individual cases, 
dates, reasons), assessments, and 
comments associated with final case series 
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search output formats.] 


Sub Area: Search Performance and Batch Searching 

5142 The AERS II system will support fast performance for 
“simple” and “complex” searches. There should be no 
differentiation in terms of performance. 

5143 The system shall ensure that results are returned within 5 
seconds. 

5144 The AERS II system must retain the batch search 
capability, where a search is run “in the background” and 
sent to a batch search area/screen for display when 
complete, thus allowing a user to edit (the previous 
search criteria) and send multiple searches without 
waiting for the previous search to complete. 


5145 The AERS II system must allow users to save a batched 
search. 

5146 The AERS II system must allow users to create a batch 
print job from a newly created or saved search. 

5147 The AERS II system must allow for the identification of 
batch searches by a user-defined name. 

5148 The system shall display the search criteria name and/or 
high level information about the search to allow easy 
identification of searches in the Batch Search monitoring 


5149 The AERS II system must clearly display the criteria used 
for the search as part of the batch search list. 

5150 The AERS II system shall support the display of the 
remaining time for search completion. 

5151 The AERS II system shall allow users who executed a 
search to terminate a search that is still in progress. 


3129 The system shall display a message after 
clicking Execute in the I SR and Case Search 
screen providing users with the option of 
choosing to display search outputs on the 
screen (On Line Search) or send the search 
to a batch job (Batch Search). If users 
select On Line Search, the system will not 
enable users to execute the search while 
concurrently using other AERS application 
functions. If users select Batch Search, the 
system will enable users to execute the 
search while concurrently using other AERS 
application functions and allowing users to 
use non-AERS applications.. 


3009 The system shall enable users to send ISR or 
case searches to a Batch Search job (an 
option for regular searches, and a 
requirement for interaction or combination 
searches), and shall enable users to track 
search jobs and retrieve ISRs or cases 
returned from search jobs using a new 


Sub Area: Search Result Consistency 

5158 The AERS II system will provide users with reproducible 
and consistent search results. 

5159 AERS II must allow the user to save the search criteria 
and results of a search, and allow the user to choose to 
automatically refresh the results or to refresh only when 
requested. 

5159 AERS II must allow the user to save the search criteria 
and results of a search, and allow the user to choose to 
automatically refresh the results or to refresh only when 
requested. 

5160 The AERS II “System Create Date” - a.k.a. the date when 
a report has completed data entry and is routed to safety 
evaluators - must be available for searching and 
reporting. (Note: this field will allow users to re-create the 
results of a search conducted some time ago, assuming 
the report data remained consistent with search criteria.) 

5161 The system shall ensure that when a saved search is re- 
run in AERS II, the search results list must clearly indicate 
which new cases have been added and also identify 
which cases have been removed from the search results. 

5162 The system shall support the display of a flag related to a 
saved search to indicate that the best representative ISR 
for' the saved search has changed since the user last 


3010 The system shall enable users to save up to 
20 search criteria in the Search ISR/Case 


2994 The system shall enable users to refresh the 
line listing of data without removing any sort 
or filter by pressing a button called 'Refresh 
Query’ when conducting a front-end Inbox 
2429 The system shall automatically record the 
legacy ISR create date. 


2913 The electronic submission software shall 
record whether the periodic submission file 
has completed the M2 validation process. 
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viewed the saved search. 

5163 The system shall support the inclusion of an audit trail for 
saved searches, which will enumerate any changes 
made to any of the cases in the case series since it was 
last run, and will identify what the last case count was 

vs. what the current case count is. 

5164 The system shall ensure that an ISR must not be flagged 
as "Best Representative" until it completes data entry, 
even if it is a follow-up report. 

5165 AERS II must have a new field for Initial Received Date - 
this will be a dynamic field and will always be the earliest 
FDA received date in a case (i.e.. the date at which a 
case was first reported to FDA) - that is associated with 
every ISR in the system. 

5166 The system shall ensure that Follow-Up ISR dates must 2654 The system shall record the FDA receipt 

are added to the Case report. date, report date, and version for each 

5167 AERS II must include combination products in all valid 
result sets unless they are specifically excluded in the 
search parameters. 

5160 The system should permit the inclusion of one or more 2461 The system shall support automatic 

custom algorithms to identify possible redundant reports identification of multiple versions, duplicates, 

regarding the same event, patient, and product and report and follow-up ISRs for a given case, 

these to a SE for further investigation. 

5169 The system must record and report “invalid" follow-ups 3372 The system shall record and report invalid 
(follow-up Reports with no Initial report) and not permit the follow-ups (e.g., follow-up ISRs with no initial 

update of “follow-up flag field” in the database for these ISR) and not permit the update of Follow-up 

flag field in the database for these cases. 

Sub Area: Searching Attachments and Narrative Fields 

5221 The system shall support the capability to conduct 
searches outside of individually defined fields. 

5222 The system shall support the ability to search attachments 
(images) for text that appears on that attachment. 

5223 The system shall support the ability to search the narrative 
text for free form characters. 

5224 The system shall support the ability to print the narrative in 
a p re- defined output format (TBD), for example, to include 
the ISR and case number, and basic information about the 
report, in addition to the narrative itself. 

5225 The system shall enable users to search the verbatim field. 

5226 The system shall support fuzzy searching of all verbatim 
fields. 


Sub Area: Statistics & Denominator Data 

5297 The system shall interface seamlessly with various 3619 The system shall provide the ability to use 

statistical packages and tools (TBD). statistical and graphical tools such as SAS 

and CrossGraph to perform analysis of a 
case series. 

5298 The system shall interface with various statistical 3619 The system shall provide the ability to use 

packages and tools (TBD), and allow only certain users to statistical and graphical tools such as SAS 

access the statistical tools. and CrossGraph to perform analysis of a 

case series. 

5299 The system shall provide the ability to conduct what-if 
scenarios and predictive analysis. 

5300 The user will have the ability to view or print search 
summary statistics for the group of cases being 
displayed. An example statistic is the total number of 
occurrences (reports/cases, drugs, manufacturers, etc.) 
for a given search or a given search criteria (outcome, 

5301 The system will have the ability to perform case counts 
and trending over time; sort by onset date or by receipt 
date; and record initial report as receipt date, follow-up 
report date or manufacture date. 

5302 The system will provide statistical information (TBD) on a 
generic or trade name drug product. 

5303 The system will provide the ability to use statistical and 3619 The system shall provide the ability to use 
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graphical tools, such as SAS and CrossGraph, to perform 
analysis of a case series. 

5304 The system will provide the ability to access, capture, and 
manipulate denominator data from external data sources 
to provide signal context data. 

5305 The system will provide the appropriate denominator data 
to support calculation of estimated magnitude of exposure 
a nd other risk assessor defined calculations. 

5306 The system shall allow the user to link summarized raw 
data files from an external system (e.g., Medline, PDR, 
WHO) to the case series confirmation analysis. . 

5307 The system shall provide the ability to link query results 
from the denominator data to the case series assessment. 


statistical and graphical tools such as SAS 
and CrossGraph to perform analysis of a 
case series. 

3624 The system shall provide signal context data 
through the access, capture, and 
manipulation of denominator data from 
external data sources such as IMS. 

3627 The system shall provide the appropriate 
denominator data to support calculation of 
estimated magnitude of exposure and other 
Safety Evaluator-defined calculations. 

3634 The system shall provide access to 
summarized raw data files from external 
systems (e.g., Medline, PDR, IMS, WHO) to a 
case series confirmation analysis. 


Sub Area: User Control of Parameters 

5170 The system shall ensure that every database field in 
AERS II is available for searching, and allow users fine 
control over how the query is built. 

5171 The system must have every variable (field) in the 
database to be searchable, sortable, and retrievable by 
users with appropriate roles. 

5172 The system shall support user definition of search 
parameters. 

5173 The system shall support the generation of complex 
queries (e.g., outer joins and nested queries). 

5174 The system shall enable certain users to view/edit the 
code used to generate the search query. 

5175 The system shall support the use of Boolean logic for 
search queries. 

5176 The system shall enable the user to select numerous 
database search terms at one time, 

5177 The system must enable users to use more than one 
search term when searching for medication errors. 

5178 AERS II must contain custom criteria for establishing 
relationships between and among data elements used to 
build a query in “plain English”. These values include: 

Equals 

Is Greater Than 
Is Less Than 

Is Greater Than or Equal To 
Is Less Than or Equal To 
Does not Equal 
Like 

Sounds Like (e.g., to support Medication Error 
searching) 

Contains 
Does Not Contain 
Starts With 
Does Not Start With 
Ends With 
Does Not End With 
Include Unknown Values 
Include Null Values 

5179 The system must allow FOI users to run automatically 3467 The system shall allow FOI users to run 

redacted FOI queries, as well as retrieve images. automatically-redacted FOI queries and to 

retrieve images. 

6567 The system shall allow users to return all ISRs or cases 
that meet theur search criteria, regardless of whether 
they have primary surveillance responsibility. 

6568 The system shall default to searching only active data 
elements (e.g., reaction terms, product terms), however, 
will allow the user to select inactive fields if desired for an 


3806 The system shall support generation of 

complex queries/reports (e.g., outer joins and 
nested queries) 

3420 The system shall capability to view/edit 
generated SQL statements 
2512 The system shall support use of Boolean 
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individual search. 


Sub Area: User Lists Requirements 

5204 The system shall support the ability to save and reuse 3124 The system shall repopulate the screen 

search criteria and calculated fields. when a user selects a saved search criteria 

list and enable users to edit the screen, and 
enable only the user who created the list to 
save any modifications made to the list or 

5205 The system shall repopulate the screen when a user 3124 The system shall repopulate the screen 

selects a saved search criteria list and enable users to when a user selects a saved search criteria 

edit the screen, and enable only the user who created the list and enable users to edit the screen, and 

list to save any modifications made to the list or delete the enable only the user who created the list to 

save any modifications made to the list or 

5206 The system shall provide the capability to define simple 3391 The system shall provide capability to define 

calculated fields (e.g., query field 1 * query field 2 = query simple calculated fields (e.g., query field 1 * 

field 3) query field 2 = query field 3) 

5207 The system shall provide the capability to define complex 3392 The system shall provide capability to define 

formulae for field definition. complex formulae for field definition 

5208 The system shall support the ability to create a special 2676 The system shall provide the ability to create 

medical term search category, by offering a save and a MedDRA search category through save, 

name option as well as an edit option for medical term name, and edit options for MedDRA search 

search results. Special search category data will include 

a creation date, user ID. search category name, search 
category comment, and selected medical term codes). 

5209 The system shall support the capability to view all 2677 The system shall provide users with the 

personal search categories, regardless of creator, and to capability to view all personal search 

update or inactivate those medical term special search categories, regardless of creator, and to 

categories that were created by them. update or inactivate those MedDRA search 

categories that were created by them. 

5210 The system shall support the ability to create a user 2679 The system shall provide the ability to create 

defined drug criteria group by offering a save and name drug criteria groups though 

option and edit option for drug database search results. 

User defined drug criteria group data will include a 
creation date, user ID, drug group name, drug group 
comment, and selected drug names and Ids. 

521 1 The system shall support the ability to create a special 
manufacturer group by offering a save and name option 
and edit option for manufacturer database search results. 

Special manufacturer group data will include a creation 
date, user ID, manufacturer group name, comment, and 
selected manufacturer names and Ids. 

5212 The system shall enable users to create and save the 2747 The system shall provide the ability to create 

criteria of a search for later reuse. and save lists (e.g., drug lists, manufacturer 

lists, reaction lists) frequently used in 
defining search criteria. 

5213 The system shall provide users with the capability to 2520 The system shall provide capability to 

retrieve last query definition. retrieve last query/report definition 

5214 The system shall provide users with the capability to 3421 The system shall provide capability to 

copy/edit query definitions for similar queries. copy/edit query/report definitions for similar 

queries/reports 

5215 AERS II users must be able to create, save, and use lot 
number lists, whereby all of the lot numbers in the list re- 
populate in lot number field. 

5216 AERS II users must be able to create, save, and use 
search lists, whereby all of the criteria used to build a 
search query re-populate in the search screen and are 

5217 All lists (i.e., manufacturer, lot number, entire search 
criteria, reaction, and product lists) must include any of 
the logic statements allowed for querying : 

Equals 

Is Greater Than 
Is Less Than 

Is Greater Than or Equal To 
Is Less Than or Equal To 
Does not Equal 
Like 

Sounds Like (e.g., to support Medication E/tot searching) 
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Contains 

Does Not Contain 

Starts With 

Does Not Start With 

Ends With 

Does Not End With 

Include Unknown Values 

5218 The system shall ensure that all types of lists in AERS II 
(i.e., manufacturer, lot number, entire search criteria, 
reaction, and product lists) may be multi-selected such 
that the criteria and logic from one list are added to those 
from another list when building the search criteria. 

5219 The system shall enable multi-select and delete of multiple 
user lists at one time. 

5220 The system shall retain excluded product names or 
manufacturer names when saving user lists. 


Sub Area: User Notepad 

5113 The system shall support a user “notepad” to record free 2661 The system shall provide the ability to record 
form comments at either the ISR level or the case level. comments associated with an ISR or merged 

case. 

51 13 The system shall support a user “notepad” to record free 2732 The system shall display ISRs information as 

form comments at either the ISR level or the case level. read only with the exception of adding 

comments. 

5113 The system shall support a user “notepad" to record free 2620 The system shall provide the ability to record 

form comments at either the ISR level or the case level. comments about a case. 

51 14 The system shall support the accessibility of notepad 2698 The system shall provide the ability to view 

comments from any ISR or case. the current status, status history, dates, 

comments, and activities associated with a 
case series. 

5114 The system shall support the accessibility of notepad 2718 The system shall provide the ability to view 

comments from any ISR or case. case data including reporter information, 

case comments, sender information and all 
ISRs that make up the case. 

5115 The system shall restrict the modification of the user 
notepad to users with primary surveillance responsibility. 

51 16 The user notepad shall be viewable by users with read 
only access or primary surveillance responsibility for the 
associated case. 

5117 The system shall support comment functionality that 
allows users to create free form text notes up to 10,000 
characters regarding an ISR or case. 

51 19 The system shall support ability to designate a free form 
comment as public or private. 

5120 The system shall define a private comment as viewable 
only by the user that entered the comment. 

5121 The system shall define a public comment as viewable by 
any user with access to the case. 

6563 The system shall display a prominent warning at the top of 
the User Notepad that all user comments entered are 
releasable to the public. 

6564 The system shall display all comments entered for all ISRs 
in a case, separated by ISR number, when displaying 
comments at the case level. 

6565 The system shall number each User Notepad entry 
uniquely (e.g., concatenation of ISR number and a 
uniquely-increasing sequence number). 

6566 The system shall capture in the ISR's audit trail: the user 
name, the date of entry or modification, the unique User 
Notepad comment ID, and the affected ISR and case 
numbers. 


Functional Area: Data Input 
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Sub Area: 

4096 The system shall support reception of adverse reports in 
paper format, digital physical media, as well as electronic 
submissions using a secure and authenticated approach 
and provide the Data Entry, Data Entry Quality Control, 
MedDRA Coding, and MedDRA Coding Quality Control for 
the entry of adverse event report. 


Sub Area: Case Linking 

4888 The system shall enable users to manually create a new 
case. 

4889 The system shall allow the transfer or re-linking of an ISR 
assignment from one ISR to another as well as from one 
case to another. 

5101 The system shall support case linking of adverse event 
reports. 

5102 The system shall support automatic identification of 
multiple versions, duplicates, and follow-up ISRs for a 

5103 The system shall link a follow-up to the appropriate case. 

5104 The system shall link and validate the existence of a 
follow-up to an initial ISR. 

5105 The system shall link all ISRs associated with a case. 

5106 The system shall automatically identify duplicate ISRs and 
link them to the original corresponding ISR. 

5107 The system shall assign a case number for each initial ISR 
for an adverse event. 

5108 The system shall link any subsequent duplicate or follow- 
up ISRs to the corresponding case number. 

5109 The system shall display potential links in the Data Entry 
Quality Control and Case Linking screens 

5110 The system shall check for the manufacturer name and 
control number to search for potential links. If no link is 
found, the patient gender, age, reporter state, and drug 
are checked. 

5111 The system shall display the Case Linking screen and not 
populate the case sequence number when no potential 
links are found. 

5112 The system shall enable users to manually link an ISR to a 
case. 


2565 The system shall enable users to manually 
create a new case. 

2594 The system shall allow the transfer or re- 
linking of an ISR assignment from one ISR to 
another as well as from one case to another. 


2461 The system shall support automatic 
identification of multiple versions, duplicates, 
and follow-up ISRs for a given case. 

2462 The system shall link a follow-up to the 
appropriate case. 

2463 The system shall link and validate the 
existence of a follow-up to an initial ISR. 

2464 The system shall link all ISRs associated with 
a case. 

2467 The system shall automatically identify 
duplicate ISRs and link them to the original 
corresponding ISR. 

2468 The system shall assign a case number for 
each initial ISR for an adverse event. 

2469 The system shall link any subsequent 
duplicate or follow-up ISRs to the 
corresponding case number. 

2559 The system shall display potential links in the 
Data Entry Quality Control and Case Linking 
screens. 

2560 The system shall check for the manufacturer 
name and control number to search for 
potential links. If no link is found, the patient 
gender, age, reporter state, and drug are 
checked. 

2562 The system shall display the Case Linking 
screen and not populate the case sequence 
number when no potential links are found. 

2564 The system shall enable users to manually 
link an ISR to a case. 


Sub Area: Data Entry QC 

5096 The system shall support QC of the adverse event report 
data entry process. 

5097 The system shall not enable double Data Entry if the 
system preference is not 'DDE ON', if the ISR form type 
equals E2B, and/or the checked code in the double Data 
Entry table is flagged. 

5098 The system shall display the Double Data Entry screen 
when discrepancies are found between the Report 
Receipt Log (Key 1) and the Data Entry (Key 2), and shall 
ensure that the screen displays in large, black, bold italic 

5099 The system shall enable the Data Entry Qualify Control 
Divisional Inbox to display all ISRs or to filter ISRs by paper 
ISRs only or electronic E2B ISRs. 


2552 The system shall not enable double Data 
Entry if the system preference is not ‘DDE 
ON’, if the ISR form type equals E2B, and/or 
the checked code in the double Data Entry 
table is flagged. 

2553 The system shall display the Double Data 
Entry screen when discrepancies are found 
between the Report Receipt Log (Key 1) and 
the Data Entry (Key 2), and shall ensure that 
the screen displays in large, black, bold italic 

2865 The system shall enable the Data Entry 
Quality Control Divisional Inbox to display all 
ISRs or to filter ISRs by paper ISRs only or 
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5100 The system shall fuzzy searching on manufacturer control 
number to identify duplicate ISRs. 


electronic E2B ISRs. 


Sub Area: Detail Data Entry 

5072 The system shall support detail data entry of adverse 
event reports. 

5073 The system shall support and record the verbatim Data 2431 
Entry of all data and text descriptions on the MedWatch 

3500 and MedWatch 3500A forms. 

5074 The system shall automatically derive and populate a 2432 
patient's age when given birth date and event start date. 

5075 The system shall record all dosage dgta including 2433 

frequency by day, week, and month. 

5076 The system shall record an unlimited number of biologic 2434 
products for each ISR entered. 

5077 The system shall accommodate lengthy names for biologic 2435 
products. 

5078 The system shall capture verbatim data, text, and images 2436 
for all ISRs received on paper. 

5079 The system shall support word processing capabilities to 2438 
ensure the ease and accuracy of the Data Entry of ISR 
narrative text, including a medical spellchecker. 

5080 The system shall sort the Data Entry Inbox by ISR type 2531 
(e.g., Expedited, Direct, then Periodic), FDA received date, 

and ISR sequence number. 

5081 The system shall provide the ability to sort the Data Entry 2532 
Inbox by any column by pressing the appropriate column 
header. 

5082 The system shall display the Data Entry Personal Inbox to 2534 
contain ISRs that are currently being processed. 

5083 The system shall enable users with supervisory roles to 2535 
access a drop-down list on the Data Entry Personal Inbox 
canvas that shall allow them to change their view of the 

Inbox from their Personal Inbox to that of another user. 

5084 The system shall support the verbatim Data Entry ISR, 2548 
including all of the narrative text. 

5085 The system shall activate a medical spellchecker from the 2549 
indicated button to make corrections and return to AERS 

for the completion of Data Entry. 

5086 The system shall capture one primary suspect medication 2550 
per ISR and any number of secondary or concomitant 
medications per ISR. 

5087 The system shall display the Drug, Manufacturer, and 2554 
Patient Age Resolution screen if the primary and/or 
secondary suspect medications cannot be validated, if the 
manufacturer name cannot be validated, or if there is 

greater than one age unit discrepancy between the 
verbatim age and the calculated age (calculated age is the 
difference between the data of birth and the event start 
date or the FDA received date if the event start date is 

5088 The system shall calculate dosage by number of days. 2580 

5089 The system shall enable users to modify the patient age 2592 
data and to re-calculate age if necessary. 

5090 Lab, past medical history and patient history shall be 


The system shall support and record the 
verbatim Data Entry of all data and text 
descriptions on the MedWatch 3500, 
MedWatch 3500 A. and 1639 forms. 

The system shall automatically derive and 
populate a patient's age when given birth 
dale and event start date. 

The system shall record all dosage data 
including frequency by day, week, and 
The system shall record an unlimited number 
of biologic products for each ISR entered. 

The system shall accommodate lengthy 
names for biologic products. 

The system shall capture verbatim data, text, 
and images for all ISRs received on paper. 
The system shall support word processing 
capabilities to ensure the ease and accuracy 
of the Data Entry of ISR narrative text, 
including a medical spellchecker. 

The system shall sort the Data Entry Inbox by 
ISR type (e.g., Expedited, Direct, then 
Periodic), FDA received date, and ISR 
sequence number. 

The system shall provide the ability to sort . 
the Data Entry Inbox by any column pressing 
the appropriate column header. 

The system shall display the Data Entry 
Personal Inbox to contain ISRs that are 
currently being processed. 

The system shall enable users with 
supervisory roles to access a drop-down list 
on the Data Entry Personal Inbox canvas 
that shall allow them to change their view of 
the Inbox from their Personal Inbox to that of 
The system shall support the verbatim Data 
Entry ISR, including all of the narrative text. 
The system shall activate a medical 
spellchecker from the indicated button to 
make corrections and return to AERS for the 
completion of Data Entry. 

The system shall capture one primary 
suspect medication per ISR and any number 
of secondary or concomitant medications per 
The system shall display the Drug, 
Manufacturer, and Patient Age Resolution 
screen if the primary and/or secondary 
suspect medications cannot be validated, if 
the manufacturer name cannot be validated, 
or if there is greater than one age unit 
discrepancy between the verbatim age and 
the calculated age (calculated age is the 
difference between the data of birth and the 
The system shall calculate dosage by 
number of days. 

The system shall enable users to modify the 
patient age data and to re-calculate age if 
necessary. 
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captured in a tabular format supporting the structure 
defined with E2B 


5091 The system shall not route an ISR from Data Entry unless 
Initial or Follow-up is selected. 

5092 The system shall enable users to turn off the population of 
the Data Entry Inbox line listing. 

5093 The system shall provide the ability to sort the Data Entry 
Inbox by any column pressing the appropriate column 

5094 The system shall allow users to search for an ISR using 
any of the available data elements within the database 
related to a report. 

5095 The system shall prohibit a user from entering an event 
start date that is greater than the present date. 


2837 The system shall not route an ISR from Data 
Entry unless Initial or Follow-up is selected. 

2849 The system shall enable users to turn off the 
population of the Data Entry Inbox line listing. 

2864 The system shall provide the ability to sort 
the Data Entry Inbox by any column pressing 
the appropriate column header. 


Sub Area: Digital Media Receipt 

4101 The system shall support digital media receipt of adverse 
event reports. 

4102 The electronic submission manual procedures shall allow 
an operator to copy all files contained on the physical 
media onto a working directory for later electronic 
submission processing. 

4103 The electronic submission manual procedures shall allow 
the operator to archive each periodic file submission to the 

4104 The manual procedures shall allow for the processing of 
data submitted via physical media (CD-ROM or 3.5 inch 
floppy diskette). 

4105 To uniquely identify each submission the procedures shall 
allow for the manual assignment of a sequence number 
for each submission received within the FDA. 


2824 The system shall receive submissions 
through Electronic Data Interchange or 

2895 The electronic submission manual 
procedures shall allow an operator to copy 
all tiles contained on the physical media onto 
a working directory for later electronic 
submission processing. 

2896 The electronic submission manual 
procedures shall allow the operator to 
archive each periodic file submission to the 

2897 The manual procedures shall allow for the 
processing of data submitted via physical 
media (CD-ROM or 3.5 inch floppy diskette). 

2898 To uniquely identify each submission the 
procedures shall allow for the manual 
assignment of a sequence number for each 
submission received within the FDA. 


Sub Area: Electronic Load 

3999 The system shall support the loading of electronically 
received adverse event reports. 

4000 The system shall upload ISRs from translated, decrypted 
files into the system database. 

4001 The system shall store codes that have been submitted 
electronically. 

4002 The system shall generate and transmit (electronically or 
manually) an acknowledgment of total ISRs submitted with 
corresponding ISR numbers, manufacturer control 
numbers, and/or exception reports indicating reasons for 
non-acceptance. 

4003 The electronic submission software shall validate that the 
submission complies with specifications for ICH ICSR DTD 
version 1.0. 

4004 The electronic submission software shall process ICSRs 
in an SGML or XML format (following E2B standard) and 
package as a mandatory submission. This means one or 
more ICSRs related to a single submission will be 
packaged together in a single SGML file. 

4005 The electronic submission software shall validate the ICSR 
data to be compliant with ICH ICSR specifications. 

4006 The electronic submission software shall provide the 
ability to execute the following core processes 
independently and sequentially: validating SGML syntax, 
validating the ICSR data for compliance with M2 
specifications, loading data into AERS tables, identifying 
and tracking errors and status of loading ICSRs, and 


2424 The system shall upload ISRs from 

translated, decrypted files into the system 

2447 The system shall store codes that have been 
submitted electronically. 

2616 The system shall generate and transmit 
(electronically or manually) an 
acknowledgment of total ISRs Implemented 
with corresponding ISR numbers, 
manufacturer control numbers, and/or 
exception reports indicating reasons for non- 

2899 The electronic submission software shall 
validate that the submission complies with 
specifications for ICH ICSR DTD version 1.0. 

2900 The electronic submission software shall 
process ICSRs in SGML format and 
packaged as a periodic submission. This 
means one or more ICSRs related to a single 
submission will be packaged together in a 

2901 The electronic submission software shall 
validate the ICSR data to be compliant with 
ICH ICSR specifications. 

2902 The electronic submission software shall 
provide the ability to execute the following 
core processes independently and 
sequentially: validating SGML syntax, 
validating the ICSR data for compliance with 
M2 specifications, loading data into AERS 
tables, identifying and tracking errors and 
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4007 The electronic submission software shall process 
electronic files submitted in SGML format. 

4008 The electronic submission software shall use the James 
Claris parser to check for correct SGML syntax. 

4009 The electronic submission software shall create an error 
file for those SGML files that fail the syntax check. The 
error file wil! be a text file that lists the location of the 
SGML file, line number, and a brief description of the error 


4010 The electronic submission software shall record whether 
the periodic submission file has completed the SGML 
validation process. 

401 1 The electronic submission software shall continue with 
subsequent processing only after successfully parsing 
the entire periodic submission file. 

4012 The electronic submission software shall not continue 
processing the periodic submission file if SGML syntax 
errors are encountered for any ICSR contained within the 
periodic submission file. 

4013 The electronic submission software shall validate the data 
to meet the M2 length, type, and value specifications 
outlined by the ICH. 


status of loading ICSRs, and generating 

2903 The electronic submission software shall 
process electronic files submitted in SGML 
format. 

2904 The electronic submission software shall use 
the James Clark parser to check for correct 
SGML syntax. 

2905 The electronic submission software shall 
create an error file for those SGML files that 
fail the syntax check. The error file will be a 
text file that lists the location of the SGML file, 
line number, and a brief description of the 
error encountered. 

2906 The electronic submission software shall 
record whether the periodic submission file 
has completed the SGML validation process. 

2907 The electronic submission software shall 
continue with subsequent processing only 
after successfully parsing the entire periodic 
submission file. 

2908 The electronic submission software shall not 
continue processing the periodic submission 
file if SGML syntax errors are encountered 
for any ICSR contained within the periodic 
submission file. 

2909 The electronic submission software shall 
validate the data to meet the M2 length, type, 
and value specifications outlined by the ICH. 


4014 The electronic submission software shall create an error 
file identifying all invalid data, an explanation of the errors 
found, and the ICSR in the SGML file to which the error 

4015 The electronic submission software shall continue with 
subsequent processing only after successfully parsing 
the entire periodic submission file. 

4016 The electronic submission software shall not continue 
processing the periodic submission file if errors are 
encountered for any ICSR contained within the periodic 
submission file. 

4017 The electronic submission software shall record whether 
the periodic submission file has completed the M2 
validation process. 

4018 The electronic submission software shall load ICSR data 
from the SGML file into the AERS database. 

4019 The electronic submission software shall allow for the 
loading of only a perfect submission for ICH ICSR version. 
1 .0. A perfect submission for version 1 .0 is defined as: 

An SGML file that has been validated by the James 
Clark parser and version 1 .0 ICH ICSR DTD specification 
for proper syntax, an SGML file that has all the ICSR data 
validated by the M2 validation tool to ensure that the data 
complies with the proper data type, length and value 
specifications. This validation is also necessary for 
continuation of the electronic submission process. 

The ICSR data fields that contain medically coded 
fields must use valid MedDRA codes; data from these 
fields will be captured and processed for loading into 
AERS if the submitter is registered as a MedDRA enabled 
manufacturer. 

An ICSR that contains valid data for those AERS 
terms that have been identified as not null fields, data 
contained within the ICSR must comply with any data 
restrictions imposed by the AERS database. 


2910 The electronic submission software shall 
create an error file identifying all invalid data, 
an explanation of the errors found, and the 
ICSR in the SGML file to which the error 

291 1 The electronic submission software shall 
continue with subsequent processing only 
after successfully parsing the entire periodic 
submission file. 

2912 The electronic submission software shall not 
continue processing the periodic submission 
file if errors are encountered for any ICSR 
contained within the periodic submission file. 

2913 The electronic submission software shall 
record whether the periodic submission file 
has completed the M2 validation process. 

2914 The electronic submission software shall 
load ICSR data from the SGML file into the 
AERS database. 

2915 The electronic submission software shall 
allow for the loading of only a perfect 
submission for ICH ICSR version. 1.0. A 
perfect submission for version 1 .0 is defined 
as: 1) An SGML file that has been validated 
by the James Clark parser and version 1 .0 
ICH ICSR DTD specification for proper 
syntax, an SGML file that has all the ICSR 
data validated by the M2 validation tool to 
ensure that the data complies with the proper 
data type, length and value specifications. 
This validation is also necessary for 
continuation of the electronic submission 
process. 2) The ICSR data fields that contain 
medically coded fields must use valid 
MedDRA codes; data from these fields will 
be captured and processed for loading into 
AERS if the submitter is registered as a 
MedDRA enabled manufacturer. 3) An ICSR 
that contains valid data for those AERS terms 
that have been identified as not null fields, 
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4020 To load ICSR data into AERS the electronic submission 2916 
software shall pre-populate the Sender Type field 

(A.3.1.1) with a value of 1 (for Pharmaceutical Company) 
for those ICSRs where this data is omitted. 

4021 The electronic submission software shall provide the 2917 

capability to resume the loading of data in the event that 

the loading process is interrupted by a system failure. 

However, an operator will have to manually re-start the 


4022 The electronic submission software shall record whether 2918 
the periodic submission file has completed the AERS table 

load process. 

4023 The electronic submission software shall record the 2919 

status of an entire submission. 

4024 The electronic submission software shall record the 2920 

SGML syntax errors encountered within a submission. 

4025 The electronic submission software shall record the 2921 

electronic submission file and the ICSRs that have been 
successfully loaded into AERS. 

4026 The electronic submission software shall record the 2922 

ICSRs that failed to load into AERS and the errors 
encountered such as an invalid minimum data set fields. 

4027 The electronic submission software shall record the error 2923 
field names, original data value, and an error message. 

4028 For version 1 .0, the electronic submission software shall 2924 
generate an error message with all the SGML errors that 

were found for each electronic submission file. 

4029 For version 1 .0, the electronic submission software shall 2925 
generate an error message that documents certain ICSR 
identification fields, name of the descriptor that has an 

error, the actual data, error type, and a brief error 
description. The following is the format of the error 
message:ICHICSRSAFETYREPORTSAFETYREPORTIDSAF 
ETYREPORTSQDUPLICATENUMB = ||Duplicate number 
00001 duplicate number|| ERROR: Invalid Data LengthCount 
of Significant Characters Is 39. Max Allowable Length Is 
EPORTIDSAFETYREPORTSQDUPLICATENUM 
35 


4030 The electronic submission software shall record whether 2926 
the periodic submission file has completed the 
acknowledgement process. 

4031 The data of an electronically submitted ICSR shall be 2927 
processed like the data of a paper individual safety report 

(ISR) that has been manually entered. 

4032 If the ISR meets any of the above criteria then it shall stop 2928 
in DEQC for review. However, the electronically 

submitted ISRs are not subject to data entry sampling 

4033 Once the manufacturer name is validated AERS shall 2929 
check if the sender is MedDRA enabled. If the 
manufacturer is not MedDRA enabled then, the 
electronically submitted ISR will stop in MedDRA Coding to 

be coded. If the manufacturer is MedDRA enabled then, 
the text supplied in the appropriate field is validated and 


data contained within the ICSR must comply 
with any data restrictions imposed by the 
AERS database. 

To load ICSR data into AERS the electronic 
submission software shall pre-populate the 
Sender Type field (A.3.1.1) with a value of 1 
(for Pharmaceutical Company) for those 
ICSRs where this data is omitted. 

The electronic submission software shall 
provide the capability to resume the loading 
of data in the event that the loading process 
is interrupted by a system failure. However, 
an operator will have to manually re-start the 
loading process. 

The electronic submission software shall 
record whether the periodic submission file 
has completed the AERS table load process. 
The electronic submission software shall 
record the status of an entire submission. 

The electronic submission software shall 
record the SGML syntax errors encountered 
within a submission. 

The electronic submission software shall 
record the electronic submission file and the 
ICSRs that have been successfully loaded 
into AERS. 

The electronic submission software shall 
record the ICSRs that failed to load into AERS 
and the errors encountered such as an 
invalid minimum data set fields. 

The electronic submission software shall 
record the error field names, original data 
value, and an error message. 

For version 1.0, the electronic submission 
software shall generate an error message 
with all the SGML errors that were found for 
each electronic submission file. 

For version 1 .0, the electronic submission 
software shall generate an error message 
that documents certain ICSR identification 
fields, name of the descriptor that has an 
error, the actual data, error type, and a brief 
error description. The following is the format 
of the error 

message:ICHICSRSAFETYREPORTSAFETYR 


B = ||Duplicate number 00001 duplicate 
number] | ERROR: Invalid Data LengthCount of 
Significant Characters Is 39. Max Allowable 
Length Is 35 

The electronic submission software shall 
record whether the periodic submission file 
has completed the acknowledgement 
The data of an electronically submitted ICSRs 
shall be processed like the data of a paper 
individual safety report (ISR) that has been 
manually entered. 

If the ISR meets any of the above criteria 
then it shall stop in DEQC for review. 

However, the electronically submitted ISRs 
are not subject to data entry sampling rates. 
Once the manufacturer name is validated 
AERS shall check if the sender is MedDRA 
enabled. If the manufacturer is not MedDRA 
enabled then, the electronically submitted ISR 
will stop in MedDRA Coding to be coded. If 
the manufacturer is MedDRA enabled then, 
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the electronically submitted ISR will not stop in MedDRA 


4034 An electronically submitted ISR shall stop in MedDRA 

Coding Quality Control (MCQC) based on sampling rates or 
if none of the supplied text could be validated. Sampling 
rates are established for all MedDRA enabled 
manufacturers and it is used to determine the percentage 
of ISRs that stop at the MCQC step for coding review. 


4035 To load ICSR data into AERS the electronic submission 
software shall pre-populate the Receiver Type field 
(A.3.2.1) with a value of 2 (for Regulatory Authority) for 
those ICSRs where this data is omitted. 

4036 Decrypt electronic submissions using commercially 
available encryption technology and authenticate the 
sender (ICH M2 standard) 

4037 Send Receipt acknowledgment notice back to 


4038 Send file problem notice back to manufacturers 


4039 Messages sent back to the manufacturer should use the 
same authentication/encryption facilities as for 
transmissions received from the manufacturer 

4040 Maintain archive of all files submitted following FDA 
approved records retention schedules 

4041 Upload ADR records from translated, decrypted files into 
the AERS database 

4042 Track date and time of file received, receipt 
acknowledgment, problem notice sent, file uploaded, and 
file archived, with individual ADRs 

4043 Flag uploaded records for automated quality control check 

4044 Store archive file sequence number with each individual 
report received in a single transmission 

4045 Process automated quality control check of electronically 
received ADRs prior to AERS database update 

4046 Generate and transmit electronically or manually AERS 
acknowledgment of total ADR reports accepted with 
corresponding AERS Report #s, manufacturer control # s 
and/or exception reports indicating reasons for non- 
acceptance back to the manufacturers 

4047 All electronic submissions, whether EDI or physical media, 
should use encryption to facilitate authentication of the 


4048 The system must be able to capture a date stamp for date 
of receipt and permanent unique AERS ID Number for 
each report, as well as support displaying this information 
on the physical report for purposes of imaging and batch 

4049 The system must be able to accept reports providing 
default values for certain fields based on report type 

4050 The system must be able to automatically record the 
create date 

4051 The system must be able to record all data and text 
descriptions on the Med Watch 3500 and Med Watch 
3500A Forms; verbatim data entry must be supported 


the text supplied in the appropriate field is 
validated and the electronically submitted ISR 
will not stop in MedDRA Coding. 

2930 An electronically submitted ISR shall stop in 
MedDRA Coding Quality Control (MCQC) 
based on sampling rates or if none of the 
supplied text could be validated. Sampling 
rates are established for all MedDRA enabled 
manufacturers and it is used to determine 
the percentage of ISRs that stop at the MCQC 
step for coding review. 

2931 To load ICSR data into AERS the electronic 
submission software shall pre-populate the 
Receiver Type field (A.3.2.1) with a value of 
2 (for Regulatory Authority) for those ICSRs 
where this data is omitted. 

3447 The system shall decrypt electronic 
submissions using commercially available 
encryption technology and authenticate the 
sender (ICH M2 standard). 

3448 The system shall send receipt 
acknowledgment notices and send file 
problem notices via FDA Central Receiving 

3448 The system shall send receipt 
acknowledgment notices and send file 
problem notices via FDA Central Receiving 

3449 The system shall authenticate and encrypt all 
replies. 

3450 The system shall maintain an archive of all 
electronic files submitted following FDA- 
approved records retention schedules. 

2424 The system shall upload ISRs from 

translated, decrypted files into the system 

2932 The system shall track date and time of file 
received, receipt acknowledgment, problem 
notice sent, file uploaded, and file archived 
with individual ISRs in the database 

2933 The system shall flag uploaded electronic ISR 
records for automated quality control check 

3451 The system shall archive file sequence 
numbers with each individual electronic ISR 
received in a single transmission. 

2615 The system shall process automated quality 
control checks of electronically received 
ISRs prior to the system's database update. 

2616 The system shall generate and transmit 
(electronically or manually) an 
acknowledgment of total ISRs Implemented 
with corresponding ISR numbers, 
manufacturer control numbers, and/or 
exception reports indicating reasons for non- 

3447 The system shall decrypt electronic 

submissions using commercially available 
encryption technology and authenticate the 
sender (ICH M2 standard). 

2582 The system shall capture a date stamp for 
date of receipt and a permanent, unique 
number for each ISR (i.e., ISR Number). 

2583 The system shall provide default values for 
fields based on report type. 

2429 The system shall automatically record the 
legacy ISR create date. 

2431 The system shall support and record the 
verbatim Data Entry of all data and text 
descriptions on the Med Watch 3500, 
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MedWatch 3500 A, and 1639 forms. 

4052 The system shall process electronically received 
submissions based on an established priority ranking 
(note: need to identify the ranking criteria) 

4053 The system shall provide a method for deleting a series of 
ICSRs received electronically from a manufacturer that 
they wish to retract as a batch 

4054 The electronic submissions software shall require the E2B 
field A.1.1 (<primarysourcecountry>) data element in the 
minimum data set validation. If the submission, does not 
contain a (<primarysourcecountry>) it should be rejected 
and a negative acknowledgement generated. 

4055 The electronic submission software shall generate 
acknowledgement files in XML for incoming E2B XML 
submissions 

4056 The electronic submission software shall convert a lower 
case manufacturer control number (MCN) to upper case. 

4057 The electronic submission software shall calculate age 
when the verbatim age field is null and the eventstartdate 
and dateofbirth are not null. 

4058 The electronic submissions minimum data set shall include 
either A.1.1 0.2 <companynumb> or A.1.10.1 
<authoritynumb>. 


Su b A rea: Imaging/Imaging QC 
5061 The system shall support imaging and imaging QC of 
adverse event reports. 


5062 The system shall link the ISR Number to the Imaging 

5063 The system shall enable users to retrieve, view, and print 
imaged ISRs from the Imaging System within the system. 

5064 The system shall provide the ability to easily retrieve and 
view images associated with a particular ISR or case. 

5065 The system shall link an attachment to an ISR. 

5066 The system shall link an attached image to its associated 
ISR and its associated case. 

5067 The system shall date stamp the receipt of the attachment 
and automatically record the date the attachment data 
were created . 

5068 The system shall process individual attachments by: 
linking attachments to an ISR; enabling the scanning, and 
indexing of the ISR; providing Quality Control of image and 
index; recording image completion date; generating 
performance reports; and assigning and tracking security 


5069 The system shall track the date the attachment was 
received, the type of attachment, and the acceptability of 
the attachment by manufacturer. 

5070 The system shall assign the permanent ISR Number to the 
attachment to which it is associated. 

5071 The system shall identify all attachments associated with 
a case. 


3143 The system shall interface with CDER's new 
imaging system (RetrievalWare) while 
providing users with existing functionality for 
View Image and Batch Print. RetrievalWare 
is a 32-bit application developed by Excalibur; 
it is a third-party tool that is replacing the 
former EFS application used within versions 
of AERS (prior to v2.1) for image retrieval 
functionality. This also includes updating the 
AERS Image Update script to reflect the 
RetrievalWare changes. 

2440 The system shall link the ISR Number to the 
Excalibur Imaging System. 

2441 The system shall enable users to retrieve, 
view, and print imaged ISRs from the 
Excalibur Imaging System within the system. 

2454 The system shall provide the ability to easily 
retrieve and view images associated with a 
particular ISR or case. 

2451 The system shall link an attachment to an ISR. 

2452 The system shall link an attached image to its 
associated ISR and its associated case. 

2455 The system shall date stamp the receipt of 
the attachment and automatically record the 
date the attachment data were created. 

2456 The system shall process individual 
attachments by: linking attachments to an 
ISR; enabling the scanning, and indexing of 
the ISR; providing Quality Control of image 
and index; recording image completion date; 
generating performance reports; and 
assigning and tracking security by user. 

2458 The system shall track the date the 
attachment was received, the type of 
attachment, and the acceptability of the 

2584 The system shall assign the permanent ISR 
Number to the attachment to which it is 
associated. 

2585 The system shall identify all attachments 
associated with a case. 
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Sub Area: Manufacturer Online 

3935 Manufacturer Online must provide an introductory/calling 
page with general instructions for the application, 
registration process, browser issues, and the comments 

3936 Manufacturer Online must allow for the collection of all 
form elements on the mandatory Form 3500A. 

3937 Manufacturer Online must provide online help and general 
instructions to guide the user through their submission 

3938 Manufacturer Online must provide pull-down lists, check 
boxes, and radio buttons, where appropriate, for standard 
responses 

3939 Manufacturer Online must enter “unspecified” if no value 
entered into Section A1 

3940 Manufacturer Online must validate all dates to the proper 
MMDDYYYY format, and ensure that the correct century 
is used in all dates. 

3941 Manufacturer Online must provide functionality to convert 
weights (i.e., lbs. to kgs). 

3942 Manufacturer Online must enter the current date when no 
date of the report (B4) is specified. 

3943 Manufacturer Online must provide field limitations to 
ensure that data does not exceed database standards 
and is consistent with E2B standards. 

3944 Manufacturer Online must provide functionality for the 
submitter to print a copy of their submission, and have the 
printout be in the format of the mandatory 3500A form. 

3945 Manufacturer Online must provide validation to ensure a 
minimum set of data elements contain values before 
processing the submission. 

3946 Manufacturer Online must automatically identify the 
manufacturer for the report based on the login and 
registration information provided and the manufacturer 
dictionary. 

3947 Manufacturer Online shall provide a capability for the user 
to specify the product from the product and manufacturer 
dictionaries. 

3948 Manufacturer Online shall provide a capability for the user 
to specify medical terminology from the medical dictionary. 

3949 Manufacturer Online shall allow the submitter to receive 
an electronic version (PDF) of their submission via email. 

3950 Upon submission, Manufacturer Online must provide the 
submitter an acknowledgement of receipt and processing 
using a dynamically generated HTML page. 

3951 If the submitter provides an email address, Manufacturer 
Online must provide acknowledgement of receipt and 
processing, via email, to the submitter once the 
submission is loaded into the system. 

3952 Manufacturer Online shall allow the submitter to store their 
“common" information for retrieval and use in subsequent 
submissions 

3953 Manufacturer Online shall compile several submissions in 
a single session, and reuse information as appropriate 

3954 Manufacturer Online must force responses based on 
specific answers (i.e. Death-must report date, receipt of 
PDF must provide an email address) 

3955 If the submitter provides an email address, Manufacturer 
Online must provide functionality for a PDF version of a 
submission to be emailed to the submitter. 

3956 Manufacturer Online must insert online submissions into 
an appropriate format for further processing once they 
have been pulled through the FDA firewall and decrypted. 

3957 Manufacturer Online shall allow the submitter to save 
partially completed submissions and retrieve the 
information within 30 days. 
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3958 Manufacturer Online must allow the manufacturer to 
delete reports never submitted and unwanted reports 
from the system 

4106 The system shall support the receipt of mandatory 
adverse event reports through an online data entry. 

4107 Manufacturer Online shall receive and maintain a database 
of manufacturers/senders with their electronic mail 
addresses and decryption keys to facilitate validation of 
transmission source, as will as electronic transmission of 
acknowledgments and problem reports 

4108 Manufacturer Online shall support file uploads in Adobe 
PDF format. 

4109 Manufacturer Online must provide a user-friendly 
mechanism for the mandatory reporting of adverse drug 
and medical device events by manufacturers from the 
FDA Internet site 

4110 Manufacturer Online must support multiple Web browsers 
(Microsoft Internet Explorer, Netscape Navigator, FoxFire, 
and Mozilla) and platforms (Intel and Macintosh). 

4111 Manufacturer Online must provide a secure environment 
for the electronic submission and transmission of 


Sub Area: MED EX Report Entry 

4952 The system shall support the entry of direct reports into 2430 The system shall support current MEDEX 

MEDEX. data capture needs. 

4953 The system shall support the entry of the following 
information for both paper and electronic reports: receipt 
method, one or more rejected categories, applicable 

4954 The system shall support the entry of the following 
information for paper only reports: outcomes, primary 
suspect medication, suspect medical device, all 
information regarding the reporter, generate report 
acknowledgement, report confidentiality, and the also 

4955 The system shall generate the received date 

4956 The system shall generate the Serious/Non-Serious 
identifier by analyzing the outcome responses. 

4957 The system shall determine if the suspect drug referenced 
is one of the current drugs on the expedited list. 

4958 The system shall prompt the user to verify the 
confidentiality indicator if the drug is found to be on the 

4959 If the drug is identified as on the expedited list and the 
user verifies that the report is not confidential then the 
system will send an email to FOI to have a redacted report 
sent to the registered manufacturer. 


Sub Area: MEDEX Report Query 

4948 The system shall support querying reports captured in the 
MEDEX program. 

4949 The system shall present the user with the following 
search criteria options: receipt date range, event date 
range, suspect medication name, suspect medical device 
name, and reporter name 

4950 The system shall show a list of the results of a query with 
the following information: reporter name, submitted date, 
suspect medication name, suspect medical device name, 
adverse event, and product problem. 

4951 The user shall have the option to view, print or save the 
selected report to a PDF file. 


Sub Area: MEDEX Support Functions 

4960 The system shall provide support options for managing the 
MedWatch Expedited program. 

4961 The system shall support a MEDEX Manage Registered 
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Firms and Drugs option that allows MEDEX Users and 
Supervisors to register firms and their drugs to participate 
in the Expedited Reporting Program. Firms may register 
their NME’s for participation in six-month intervals called 
phases. This option also allows MEDEX Supervisors to 
delete (remove from participation) firms and/or selected 
drugs. Registered firms and drugs may be deleted for the 
current phase and/or the future phase. 

4962 The system shall support a MEDEX Report Deletion option 
that allows MEDEX Users or Supervisors to delete the 
MEDEX data for the selected direct AE report. However, 
the option is only available to MEDEX Users if the report 
has not been expedited to a manufacturer. Only MEDEX 
Supervisors can delete a report or individual drugs that 
have been expedited to a manufacturer 

4963 The system shall support a MEDEX Reference Data Entry 
option that allows a MEDEX User or Supervisor to manage 
the list of professions used within the MEDEX data by 
allowing professions to be added, edited, and deleted. 

Only professions not used within the data will be allowed 
to be deleted. 


Sub Area: Medical Coding 

4901 The system shall support medical coding of adverse event 
reports. 

4902 The system shall support the medical terminology search 
algorithm the ability to learn from previous matches and to 
maintain history tables. 

4903 The system shall support the medical coding of adverse 
event information including the indication for use and the 
narrative description of the event. 

4904 The system shall interface with the FDA Medical 

4905 The system shall record the medical code(s) in all data 
elements identified in the ICH Electronic Submissions final 
document. 

4906 The system shall record unlimited medical codes related to 
suspect adverse reactions. 

4907 The system shall identify the coder and the coding date 
for each ISR. 

4908 The system shall provide medical coding tools to code 
reaction and indication data. 

4909 The system shall display identifying information from the 
ISR in the medical coding screens. 

4910 The system shall display the event problem narrative 
information entered during Data Entry for medical coding 
purposes. 

491 1 The system shall enable medical coding through an 
interface that allows the user to browse the medical 
dictionary, select appropriate terms, and use the Search 
functionality that scans the narrative and provides 


4912 The system shall support the ’heads up' medical coding 
process since the narrative needs to be read and 
appropriate terms need to be selected. 

4913 The system shall display the medical coding principles in 
the AERS Help Text. 

4914 The system shall provide viewing capabilities to the 
medical dictionary with full access to descriptions of all 
medical terms at all levels, the medical hierarchy, the 
multiaxial components associated with particular medical 
term(s) and SOC(s), coding principles, and on-line Help 


2403 The system shall support the MedDRA 
autoencoder ability to learn from previous 
matches and to maintain history tables. 

2442 The system shall support MedDRA coding 
adverse event information including the 
indication for use and the narrative 
description of the event. 

2443 The system shall interface with the FDA 
MedDRA database. 

2444 The system shall record the MedDRA 
code(s) in ail data elements identified in the 
ICH Electronic Submissions final document. 

2445 The system shall record unlimited MedDRA 
codes related to suspect adverse reactions. 

2446 The system shall identify the coder and the 
coding date for each ISR. 

2540 The system shall provide MedDRA Coding a 
set of tools to code reaction and indication 
data using the Autocode software. 

2541 The system shall display identifying 
information from the ISR in the MedDRA 

2542 The system shall display the event problem 
narrative information entered during Data 
Entry for MedDRA Coding purposes. 

2543 The system shall enable MedDRA Coding to 
interface with the Autocode software that 
allows the user to browse the MedDRA 
dictionary, select appropriate terms, and use 
the Search functionality that scans the 
narrative and provides suggested terms. 

2544 The system shall support the ’heads up* 
MedDRA Coding process since the narrative 
needs to be read and appropriate terms need 
to be selected. 

2545 The system shall display the MedDRA coding 
principles in the AERS Help Text. 

2602 The system shall provide viewing capabilities 
to the MedDRA dictionary with full access to 
descriptions of all MedDRA terms at all 
levels, the MedDRA hierarchy, the multiaxial 
components associated with particular 
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MedDRA term(s) and SOC(s), coding 
principles, and on-line Help Text. 

4915 The system shall provide interactive encoding support for 
coding products and manufacturers using the appropriate 
dictionaries. 

4916 The system shall use a medical dictionary that supports an 
appropriate level of granularity 

4917 The system shall support a required granularity required 
of LLT when using MedDRA. 

4918 The system shall enable medical coding users to add valid 2866 The system shall enable MedDRA Coding 

indications without an existing verbatim term. users to add valid indications without an 

existing verbatim term. 

4919 The system shall enable medical coding users to modify 2868 The system shall enable MedDRA Coding 

the narrative text in the event an error is found. users to modify the narrative text in the event 

an error is found. 

4920 The system shall enable codes medical terms to be saved 
in a user-defined order. 

4921 The system shall display product rote (e.g., primary, 
secondary) in addition to product name when coding 
indications. 

4922 The system shall display the verbatim reaction terms on 
the medical coding screen during medical coding. 

4923 The system shall enable medical coders to designate a 
reaction or multiple reactions that are most important to the 
case. 


Sub Area: Medical Coding QC 

4924 The system shall support medical coding QC of adverse 
event reports. 

4925 Provide more data within coding and coding QC to allow a 
more efficient analysis without having to view the entire 
report, (define a toggle to view the ISR screen to gain 
access to all the report data) 

4926 Coding and QC capabilities need to be integrated into 
AERS to provide a more efficient transition between 
locating terms and performing analysis (coding uitilrty is 
separate application that causes issues when 
transitioning between tool and AERS application) 

4927 Terms should be displayed in a natural order (how 
supplied) but also allow alphabet sorting. Paper reports 
are generally coded in order found but eSub reports have 

4928 Provide a method for restructuring large blobs of narrative 
text into smaller more manageable structures (sentences) 
to support analysis. 

4929 Coding shall support no limit on narrative text for coding. 

4930 Coder QC shall have edit access to narrative and 

4931 User shall be able to cancel/terminate medical terminology 
searches during processing. 

4932 The system shall display the name of the user who coded 2867 The system shall display the name of the 

the ISR in the Medical Coding Quality Control screen. user who coded the ISR in the MedDRA 

Coding Quality Control screen. 


Sub Area: MedWatch Batch 

3990 The system shall support the receipt of direct adverse 2824 The system shall receive submissions 

event reports through an online batch interface. through Electronic Data Interchange or 

3991 MedWatch Batch shall provide a user-friendly mechanism 
for the voluntary reporting of adverse drug and medical 
device events as a batch from the FDA Internet site 


3992 MedWatch Batch must support multiple Web browsers 
(Microsoft Internet Explorer, Netscape Navigator, FoxFire. 
and Mozilla) and platforms (Intel and Macintosh). 

3993 MedWatch Batch must provide a secure environment for 
the electronic submission and transmission of information 

3994 MedWatch Batch must provide an introductory/calling 
page with general instructions for the application, 
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browser issues, and the comments form. 

3995 MedWatch Batch must allow for the collection of all form 2431 The system shall support and record the 

elements on the mandatory Form 3500A. verbatim Data Entry of all data and text 

descriptions on the MedWatch 3500, 
MedWatch 3500 A, and 1639 forms. 

3996 MedWatch Batch must provide online help and general 2522 The system shall provide descriptive on-line 

instructions to guide the user through their submission help 

3997 MedWatch Batch shall only accept submission structured 
according to the FDA HL7 specification. 

3998 MedWatch Batch must stage the submission file for 
further processing once pulled through the FDA firewall 
and decrypted. 


Sub Area: MedWatch Online 

3959 The system shall support the receipt of direct adverse 
event reports through an online data entry. 

3960 MedWatch Online shall include the facility for the public to 
submit an adverse event report via a publicly available 
web site. 

3961 The system shall denote reports received by phone and 
entered by a MedWatch Operator. 

3962 MedWatch Online shall support file uploads in Adobe PDF 
format. 

3963 MedWatch Online shall generate a unique identifier for 
each report submitted. 

3964 MedWatch Online must provide a usei-friendly mechanism 
for the voluntary reporting of adverse drug and medical 
device events by consumers and health care 
professionals (i.e., Reporters) from the FDA Internet site 

3965 MedWatch Online must support multiple Web browsers 
(Microsoft Internet Explorer, Netscape Navigator, FoxFire, 
and Mozilla) and platforms (Intel and Macintosh). 

3966 MedWatch Online must provide a secure environment for 
the electronic submission and transmission of information 

3967 MedWatch Online must provide an introductory/calling 
page linked from the MedWatch home page, with general 
instructions for the application, browser issues, and links 
to the online form, MedWatch home page, and comments 

3968 MedWatch Online must allow for the collection of all form 
elements on the MedWatch Voluntary Form 3500. 


3969 MedWatch Online must provide online help and general 2522 The system shall provide descriptive on-line 

instructions to guide the user through their submission help 

3970 MedWatch Online must provide pull-down lists, check 
boxes, and radio buttons, where appropriate, for standard 
responses 

397 1 MedWatch Online must enter “unspecified" if no value 
entered into Section A1 

3972 MedWatch Online must validate all dates to the proper 
MMDDYYYY format, and ensure that the correct century 
is used in all dates. 

3973 MedWatch Online must provide functionality to convert 
weights (i.e., lbs. to kgs). 

3974 MedWatch Online must enter the current date when no 
date of the report (B4) is specified. 

3975 MedWatch Online must provide field limitations to ensure 
that data does not exceed database standards and is 
consistent with E2B standards. 

3976 MedWatch Online must provide functionality for the 
submitter to print a copy of their submission at any time 
and have the printout be in the format of the MedWatch 

3977 MedWatch Online must provide validation to ensure a 
minimum set of data elements contain values before 
processing the submission. 


3351 The system shall mirror the layout of the 
MedWatch 3500 and 3500A forms. 

3258 The electronic submissions software shall 
validate that each report contains the 
minimum data set, which is defined as one 


2431 The system shall support and record the 
verbatim Data Entry of all data and text 
descriptions on the MedWatch 3500, 
MedWatch 3500 A, and 1639 forms. 
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primary suspect product, an event narrative, 
and. for MedDRA-enabled manufacturers, at 
least one reaction (valid MedDRA preferred 
term). Note: This is subject to change based 
on clarification from FDA.Note: Per CCB 
request on 10/17/2000, the software will 
also include the fullfiilexpedited tag in the 
minimum data set check. 

3978 MedWatch Online shall allow the submitter to receive an 
electronic version (PDF) of their submission via email. 

3979 Upon submission, MedWatch Online must provide the 
submitter an acknowledgement of receipt and processing 
using a dynamically generated HTML page 

3980 If the submitter provides an email address, MedWatch 
Online must provide acknowledgement of receipt and 
processing, via email, to the submitter once the 
submission is loaded into the MedWatch database. 

3981 MedWatch Online shall allow the submitter to store their 
"common" information for retrieval and use in subsequent 
submissions 

3982 MedWatch Online shall compile several submissions in a 
single session, and reuse information as appropriate 

3983 MedWatch Online must force responses based on 
specific answers (i.e. Death-must report date, receipt of 
PDF must provide an email address) 

3984 If the submitter provides an email address, MedWatch 
Online must provide functionality for a PDF version of a 
submission to be emailed to the submitter. 

3985 MedWatch Online must insert online submissions into an 
appropriate format for further processing once they have 
been pulled through the FDA firewall and decrypted. 

3986 MedWatch Online must allow the MedWatch Office to 
query, view, and print new submissions as they are 

3987 MedWatch Online must allow the MedWatch Office to 
query, view, and print previously stored and routed 

3988 MedWatch Online shall allow the submitter to save partially 
completed submissions and retrieve the information within 
30 days. 

3989 MedWatch Online must allow the MedWatch Office to 
delete MedWatch submissions from the system 


Sub Area: Paper Media Receipt 

4097 The system shall support paper media receipt of adverse 2436 The system shall capture verbatim data, text, 

event reports. and images for all ISRs received on paper. 

4098 The system shall track the number of reports received by 
report type (i.e.. Direct, Expedited, Periodic). 

4099 The system shall track the number of reports processed 
by report type (i.e., Direct, Expedited, Periodic). 

4100 The process for receiving and preparing paper reports 
received for data entry shall not inhibit the timeliness of 
getting the reports into AERS 


Sub Area: Product/Manufacturer Validation 
4890 The system shall support the validation of products and 
manufacturers regarding adverse event reports. 


4891 The system shall identify ISRs that may have incomplete or 2448 The system shall identify ISRs that may have 


erroneous data on the associated drugs or 

4892 The system shall allow for correction of any errors made 
to drug or manufacturer data. 

4893 The system shall track the source (user or electronic 
report) of the drug and manufacturer data. 


incomplete or erroneous data on the 
associated drugs or manufacturers. 

2449 The system shall allow for correction of any 
errors made to drug or manufacturer data. 

2450 The system shall track the source (user or 
electronic report) of the drug and 
manufacturer data. 


4894 The system shall update the appropriate synonym table 2556 The system shall update the appropriate 
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when a valid term is selected from the drug dictionary or synonym table when a valid term is selected 

manufacturer dictionary. The next time the same verbatim from the drug dictionary or manufacturer 

is entered, the system shall validate it. If an error is made. dictionary. The next time the same verbatim 

the system shall enable the user to clear the selection, is entered, the system shall validate it. If an 

including the update to the synonym table. error is made, the system shall enable the 

user to clear the selection, including the 
update to the synonym table. 

4895 The system shall populate active ingredient data based on 2557 The system shall populate active ingredient 
a selected valid trade name. data based on a selected valid trade name. 


4896 The system shall enable users to select one or more 2558 The system shall enable users to select one 

active ingredients for a verbatim drug if there is not an or more active ingredients for a verbatim 

appropriate match in the drug dictionary. drug if there is not an appropriate match in 

the drug dictionary. 

4897 Safety evaluator shall have the ability to perform 
manufacturer and product validation. 

4898 The system shall provide a quality check on synonym 
creation by generating a report on new synonyms for 
manufacturers and trade names within a user specified 
period of time. 

4899 The system shall automatically generate a report for ISRs 
where a trade name and active ingredient is blank. 

4900 Every trade name in the product dictionary shall have at 
least one active ingredient. 


Sub Area: Report Receipt Log 

4088 The system shall support the logging in of the receipt of a 
paper report for data entry. 

4089 The system shall support barcoding 2509 The system shall support barcoding 

4090 The system shall capture and completely process data for 2574 The system shall capture and completely 

CDER, CBER, and CFSAN ISRs. process data for CDER, CBER, and CFSAN 

ISRs. 


4091 The system shall assign a unique system ISR number and 2575 The system shall assign a unique system ISR 

check digit when committing data. number and check digit when committing 

4092 The system shall print labels for specific pages or range 2576 The system shall print labels for specific 

of pages, including the page numbers on the label from the pages or range of pages, including the page 
Barcode Label Printing screen numbers on the label from the Barcode Label 

Printing screen 


4093 The system shall double data enter the following fields: 

Manufacturer Control Number, ISR Type, ISR Date, Initial or 
Follow-up Information, Manufacturer Received Date, Drug 
Name, and Outcome. 


4094 The system shall capture a date stamp for date of receipt 
and a permanent, unique number for each ISR (i.e.. ISR 
Number). 


2582 The system shall capture a date stamp for 
date of receipt and a permanent, unique 
number for each ISR (i.e., ISR Number). 


4095 The system shall display a message when a record is 2846 The system shall display a message when a 
committed to the database in Report Receipt Log prompting record is committed to the database in Report 
the user if they wish to continue. Receipt Log promoting the user if they wish 

to continue. 


Sub Area: Report Routing 

4059 The system shall support the routing of reports through 
the data input process. 

4060 The system shall route ISRs to the appropriate Inbox 
based on the validations performed by the routing 

4061 The system shall route ISRs that are not pre-coded to the 
MedDRA Coding Divisional Inbox. 

4062 The system shall route MedDRA-enabled manufacturers 
ISRs submitted electronically to MedDRA Coding Quality 
Control if they meet sampling rates or do not have any 
valid MedDRA LLTs. 


2533 The system shall route ISRs to the 

appropriate Inbox based on the validations 
performed by the routing algorithm. 

2536 The system shall route ISRs that are not pre- 
coded to the MedDRA Coding Divisional 

2537 The system shall route MedDRA-enabled 
manufacturers ISRs submitted electronically 
to MedDRA Coding Quality Control if they 
meet sampling rates or do not have any valid 
MedDRA PTs. 


4063 The system shall route paper ISRs from MedDRA Coding 
that meet sampling rates or do not have LLT(s) assigned 


2538 The system shall route paper ISRs from 

MedDRA Coding that meet sampling rates or 
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to MedDRA Coding Quality Control. 

4064 The system shall route ISRs to MedDRA Coding Quality 
Control for the following reasons: no MedDRA codes are 
saved for an ISR during MedDRA Coding; MedDRA Coding 
staff manually route the ISR to MedDRA Coding Quality 
Control when assistance is needed; electronic ISRs are 
submitted by MedDRA-enabled submitters who do not 
have any LLTs available; electronic and paper ISRs that 
meet system sampling rates. 


4065 The system shall display the reason an ISR was routed to 
the Quality Control area. 

4066 The system shall create a new case sequence number 
and not display the Case Linking screen when no potential 
links are found. 

4067 The system shall process automated quality control 
checks of electronically received ISRs prior to the 
system's database update. 

4068 The system shall route ISRs that do not meet the Data 
Entry Quality Control checks to the Data Entry Quality 
Control Divisional Inbox. 

4069 The system shall maintain an activity log when ISRs are 
moved backwards within the Data Input process. 

4070 Manufacturer sampling rates shall override AERS user 
sampling rates. 


do not have PT(s) assigned to MedDRA 
Coding Quality Control. 

2546 The system shall route ISRs to MedDRA 
Coding Quality Control for the following 
reasons: no MedDRA codes are saved for 
an ISR during MedDRA Coding; MedDRA 
Coding staff manually route the ISR to 
MedDRA Coding Quality Control when 
assistance is needed; electronic ISRs are 
submitted by MedDRA-enabled submitters 
who do not have any PTs available; 
electronic and paper ISRs that meet system 

2547 The system shall display the reason an ISR 
was routed to the Quality Control area. 

2561 The system shall create a new case 

sequence number and not display the Case 
Linking screen when no potential links are 

2615 The system shall process automated quality 
control checks of electronically received 
ISRs prior to the system's database update. 

2591 The system shall route ISRs that do not meet 
the Data Entry Quality Control checks to the 
Data Entry Quality Control Divisional Inbox. 

2850 The system shall insert an activity log when 
ISRs are moved backwards within Data Entry. 


Sub Area: Report Tracking and Monitoring 

4942 The system shall allow the tracking and monitoring of 3763 The system shall provide a total number of 
paper and electronic reports through the Data Input ISRs completed through the Data Entry 

process and then broken down by ISR type 
with the average time (e.g., the time in days 
between the log date and when processing 
is complete) per ISR type in a Data Entry 
management report. 


4943 The system shall allow users to view all reports currently 2534 The system shall display the Data Entry 

being processed. Personal Inbox to contain ISRs that are 

currently being processed. 

4944 The system shall allow users to view reports currently 3766 The system shall provide a count of 

being processed based on a specified date range. electronic ISRs received in a specified month 

in a Data Entry management report. 

4945 The system shall allow users to view reports currently 
being processed based on a specified CTU number range. 

4946 The system shall display an audit trail of processes 
completed, when, and by who for any report selected to 

4947 The system shall allow the use to track the status of file 
being loaded through the electronic load process. 


Sub Area: Routing Override 

4936 The system shall support the re-routing of AE reports 
within the data input process. 

4937 The system shall present the Data Input Supervisor with 
available process steps prior to the current process step 
that are acceptable for re-routing. 

4938 The system shall allow the Data Input Supervisor to select 
the prior process step for re-routing the reports. 

4939 The system shall present the Data Input Supervisor with 
available process steps after the chosen step and no 
further along then the last step completed for the selected 

4940 The system shall allow the Data Input Supervisor to select 
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the next process step for where the report should restart 
in the process after the re-routed step is completed. 

4941 The system shall only allow a Data Input Supervisor to re- 
route a report. 


Sub A rea: Safety Evaluator Routing 

4933 The system shall support the routing of adverse event 
reports to safety evaluators when data entry is complete. 

4934 The system shall assign adverse event reports to the 
appropriate evaluator based on assigned drug 
responsibility. Specifications of these responsibilities are 
also managed by the system. 

4935 NDA's dealing with Med-Errors need to be routed 
appropriately to DMETS 


Sub Area: Triage 

4071 The system shall support paper and electronic triaging of 
Direct reports. 

4072 The system must be able to support current MEDEX data 
capture needs, including: 

Record the suspect medication(s) on the report 
Record the suspect devices) on the report 
Record the specialty of the reporter 
Record the method of reporting (mail, fax, phone, 
bulletin board) 

Record and automatically determine whether the 
report is serious based on predefined business rules 
Record the primary FDA Center for the report 
Record the secondary FDA Center(s) for the report 

Record the outcome of the adverse event on the 

report 

Record the recipient category (distributor, 
manufacturer, user facility, not given) on the report 

Record the publication associated with the report 
Record reporter information including: 

Last Name, First Name, and Middle Initial 
Degree and Profession 

Address Heading, PO Box, Street Address. City, 
State, and Zip Code 

Province and Country 
Phone Number 

4073 The system must be able to automatically produce letters 
and mailing labels for the MedWatch Expedited 
Transmission Program 

4074 The system must be able to automatically produce 
MedWatch Expedited Transmission Letters, which are 
sent out with copies redacted reports 

4075 The system must be able to enable faxing of MedWatch 
Expedited Report Letters and redacted reports to the 
manufacturers who are participating in the Expedited 
Transmission Program 

4076 The system must be able to support electronic 
transmission of reports and images to fulfill the MedWatch 
Expedited Transmission requirements for participants and 
their registered drug products 

4077 The system must be able to produce management reports 
fortracking/bilfing of the MedWatch Expedited 
Transmission Program 

4078 The system must be able to register a health care 
organization to participate in the MedWatch Program 

4079 The system must be able to modify health care 
organization information due to address or contact change 


2430 The system shall support current MEDEX 
data capture needs. 


3469 The system shall provide the ability to 
automatically produce letters and mailing 
labels for the MedWatch to Manufacturer 

3470 The system shall provide the ability to 
automatically produce MedWatch Expedited 
Transmission letters, which are sent out with 
redacted ISR copies. 

3471 The system shall enable faxing of MedWatch 
expedited ISR letters and redacted ISRs to 
the manufacturers who are participating in 
the MedWatch Expedited Transmission 

3472 The system shall provide the ability to 
support electronic transmission of ISRs and 
images to fulfill the MedWatch Expedited 
Transmission Program requirements for 
participants and their registered drug 

3473 The system shall provide the ability to 
produce management reports for tracking 
and billing of the MedWatch Expedited 
Transmission Program. 

2859 The system shall provide the ability to 
register a health care organization to 
participate in the MedWatch to Manufacturer 

2812 The system shall provide the ability to modify 
health care organization information due to 
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address or contact change in support of the 
MedWatch Partner program. 

4080 The system must be able to add and retain new data 2860 The system shall provide the ability to add 

pertaining to an applicant receiving MedWatch expedited and retain new data pertaining to an 

transmissions applicant receiving MedWatch expedited 

4081 The system must be able to add and retain new data 2861 The system shall provide the ability to add 

pertaining to a new product as the subject of MedWatch and retain new data pertaining to a new 

expedited transmissions product as the subject of MedWatch 

expedited transmissions. 

4082 The system must be able to update data pertaining to the 2851 The system shall provide the ability to update 

status of an applicant and its registered product(s) data pertaining to the status of an applicant 

and its registered product(s). 

4083 The system must be capable of selecting and printing 3435 The system shall select and print redacted 

redacted direct reports and associated images based on direct ISRs and associated images based on 

drug product, manufacturer, and MedWatch Expedited drug product, manufacturer, and MedWatch 

Transmission Status expedited transmission status. 

4084 The system must be able to record, store, and report the 3468 The system shall provide the ability to record, 

number of pages printed by both the Imaging System and store, and report the number of pages 

the AERS System for MedWatch Expedited Transmission printed by both the Excalibur Imaging System 

billing purposes and the system for MedWatch Expedited 

Transmission Program billing purposes. 

4085 To support accurate and timely capture of registration 
information to support MedWatch’s Expedited 
Transmission Program for manufacturers and their 

4086 To provide timely redacted Direct Reports to 3471 The system shall enable faxing of MedWatch 

manufacturer’s participating in the MedWatch Expedited expedited ISR letters and redacted ISRs to 

Transmission Program the manufacturers who are participating in 

the MedWatch Expedited Transmission 

4087 The system shall allow records to be appropriately 
identified as duplicate entries based on feedback from 
AERS users (e.g., Safety Evaluator) 


Functional Area: Design Constraints 

2006 SRS Document 2003 RTM 

Sub Area: 

5907 The system shall support secured read and write access 2407 The system shall support access to 

to distributed and centralized Oracle 9i tables. distributed Oracle7 tables 

5908 The system shall provide support for seamless interaction 3619 The system shall provide the ability to use 

with data analysis tools such as SAS, CrossGraph, and statistical and graphical tools such as SAS 

other third parly COTS analysis tools. and CrossGraph to perform analysis of a 

case series. 

2576 The system shall print labels for specific 
pages or range of pages, including the page 
numbers on the label from the Barcode Label 
Printing screen 

3143 The system shall interface with CDER's new 
imaging system (RetrievalWare) while 
providing users with existing functionality for 
View Image and Batch Print. RetrievalWare 
is a 32-bit application developed by Excalibur; 
it is a third-party tool that is replacing the 
former EFS application used within versions 
of AERS (prior to v2.1) for image retrieval 
functionality. This also includes updating the 
AERS Image Update script to reflect the 
RetrievalWare changes. 

591 1 The system shall interact seamlessly with COTS ad-hoc 
querying and data reporting tools such as Business 

5912 The system shall permit the creation and displaying of 
paper forms, using the current and planned capabilities of 
the CDER imaging system. 

5913 The system shall include the ability to receive and provide 
select information to secure, wireless hand-held devices, 
such as cellular telephones, Blackberry devices and 

5914 The system shall integrate with WebVDME. 


5909 The system shall support the printing and reading of 
barcode devices from any manufacturer that supports 
standard PC based wireless and wired solutions (e.g., 
serial RS-232, PS/2 style, USB) 

5910 The system shall integrate with the FDA RetrievalWare 
enterprise search tool. 
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5915 The system shall have enhanced autocoder functionality 
which extends the functionality of the MedDRA browser. 

5916 The system shall be web enabled. 

5917 The system shall emulate all of the required functionality of 
AERS I in AERS II before AERS can be turned off. The 
required core functionality of AERS includes electronic 
submission, data entry, dictionary management, quality 
control, primary surveillance, cases and case series 
management, data warehousing, and reporting. 

5918 The system shall include all of the relevant AERS data in 
order for AERS I to be turned off. 

5919 The system shall be compatible with, and leverage (where 
applicable), FDA’s technology, applications, and data 
dictionaries. 


Functional Area: Dictionary Management 

2006 SRS Document 2003 R TM 

Sub Area: 

5432 The system shall support the management of product, 
ingredient, label, manufacturer, and medical term 
dictionaries to promote data integrity and consistency. 


Sub Area: Ingredient Dictionary 

5472 The system shall support an ingredient dictionary. 

5473 The system shall have “real-time” lookups into the 
ingredient dictionary for validation of data entry and 

5474 The system shall be able to retain ingredient data for both 2884 The system shall provide the ability to retain 

biologic and drug products. ingredient data for both biologic and drug 

products. 

5475 The system shall be able to update ingredient data for both 2885 The system shall provide the ability to update 

biologic and drug products. ingredient data for both biologic and drug 

products. 

5476 The system shall be able to delete ingredient data, if 2823 The system shall provide the ability to delete 

justified for both biologic and drug products. ingredient data, if justified for both biologic 

and drug products. 

5477 The system shall allow an active ingredient to be linked to 
one or more products. 

5478 The system shall allow users to search for products, 
including combination products, by ingredient (active and 
inactive). 

5479 The system shall allow a user to save a list or grouping of 
certain ingredients to apply to future queries and reports. 

5480 The system shall allow a user to view (read-only) another 
user’s saved list or grouping of ingredients to apply to 
future queries and reports. 


5481 The ingredient dictionary shall be available at data capture 
to verify product data on an I SR. 

Sub Area: Label Dictionary 

5482 The system shall support a label dictionary. 

5483 The system shall have ''real-time" lookups into the label 
dictionary for validation of data entry and reporting. 

5484 The system shall provide the ability to view the most 2825 The system shall provide the ability to view 

current label for all drug or biologic products. the most current label for an NME or 

designated drugs of interest. 

5485 The system shall have the ability to pull in approved label 
and other information, as well as carton information. 

5486 The system reporting module shall provide the ability to 2825 The system shall provide the ability to view 

view the most current label for ail drug or biologic the most current label for an NME or 

designated drugs of interest. 

5487 The system shall provide the ability to view versions of 3479 The system shall provide the ability to track 

label changes, including the ability to display 
information about when it was last updated, 
the section that changed, and the reason for 
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5488 The system shall provide the ability to track and view label 
history (what changed from version to version). 

5489 The system shall provide the capability to perform full text 
search on the current or previous versions of a product 

5490 The system shall provide the ability to copy text from any 
portion of a label into an MS-Office product. 

5491 The system shall provide the ability to copy image of a 
label into an MS-Office product. 

5492 The system shall provide the ability to print a portion or a 
complete label. 

5493 The system shall provide the ability to compare the current 
product label, (package insert, vial labels, carton labels, 
etc.) with other relevant labels to promote identification of 
adverse reactions that are prevalent in a drug class, and 
use the results as screening criteria. 

5494 The system shall provide the ability to medically code all 
reactions and record their corresponding label section 
names for biologies and drug products. 

5495 The system shall provide the ability to edit medical terms 
for a drug or biologic label. 

5496 The Label dictionary and the Medical Terms dictionary 
shall be in synch to match terms from the label to the 
verbatim terms on an ISR. 

5497 The system shall provide the ability to medically code all 
indications for use listed on a drug or biologic label. 

5498 The system shall provide the ability to search coded 
labeled fields. 


the change. 

3480 The system shall provide the ability to create 
and view label history. 

2773 The system shall provide the capability to 
perform a full text search on the most current 
product label. 

2774 The system shall provide the capability to 
perform a full text search on the most current 
product label. 

2775 The system shall provide the ability to copy 
the image of a label into a Microsoft Word or 
WordPerfect document. 

2776 The system shall provide the ability to print a 
portion or a complete label. 

3482 The system shall provide the ability to 
compare a drug label with other relevant 
drug labels to promote identification of 
adverse reactions that are prevalent in a 
drug class and use the results as screening 

2829 The system shall provide the ability to 
MedDRA code all reactions and record their 
corresponding label section names for 
biologies and drug products 

2830 The system shall provide the ability to edit 
MedDRA terms for a drug or biologic label. 


2832 The system shall provide the ability to 

MedDRA code all indications for use listed on 
a drug or biologic label. 

3483 The system shall provide the ability to handle 
search criteria that require MedDRA-coded 
labeled fields as input. 


Sub Area: Manufacturer Dictionary 

5499 The system shall support a manufacturer dictionary. 

5500 The manufacturer dictionary shall include address type 
(i.e., main contact, inspection plant, joint venture). 

5501 The manufacturer dictionary shall allow a single address 
to relate to one or more manufacturers. 

5502 The manufacturer dictionary shall allow an authorized 
user to edit data for the manufacturer 

5503 The manufacturer dictionary shall allow users to search 2673 The system shall provide the ability to view 

for the Manufacturer of a product, including the use and select search criteria for manufacturer 

“Fuzzy” search using wildcards. searches from the manufacturer dictionary. 

5504 The manufacturer dictionary shall record the complete 3348 The system shall provide the ability to access 

product ownership history, including name changes. updated data pertaining to buyouts, 

mergers, and buyouts. 

5504 The manufacturer dictionary shall record the complete 3349 The system shall provide the ability to access 

product ownership history, including name changes, updated data pertaining to mergers, 

mergers, and buyouts. 

5505 The manufacturer dictionary shall allow for the return of 
the manufacturer history for a product, or searching for 
the history of a manufacturer by date. 

5506 The manufacturer dictionary shall be able to add and 2888 The system shall provide the ability to add 

retain a new product applicant profile. and retain a new product applicant profile. 

5507 The manufacturer dictionary shall be able to update a 2875 The system shall provide the ability to update 

product applicant profile. a product applicant profile. 

5508 The manufacturer dictionary shall be able to access 2428 The system shall provide the ability to access 

information pertaining to the licensing or authorization of a information pertaining to the licensing or 

manufacturer/distributor or establishment for a product. authorization of a manufacturer/distributor or 

establishment for a product. 

5509 The manufacturer dictionary shall be able to access 3349 The system shall provide the ability to access 

updated data pertaining to mergers. updated data pertaining to mergers. 
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5510 The manufacturer dictionary shall be able to access 
updated data pertaining to buyouts. 

551 1 The manufacturer dictionary shall be able to access 
updated data pertaining to all changes of the person of 
regulatory responsibility for a manufacturer. 


5512 The manufacturer dictionary must be able to add and 
retain new data pertaining to a contact. 

5513 The manufacturer dictionary shall be able to update data 
pertaining to a contact. 

5514 The manufacturer dictionary shall be able to add and 
retain new data pertaining to an applicant receiving 
MedWatch expedited transmissions (MedWatch to 
Manufacturer Program). 

5515 The manufacturer dictionary shall be able to add and 
retain new data pertaining to a new product as the 
subject of MedWatch expedited transmissions (MedWatch 
to Manufacturer Program). 

5516 The manufacturer dictionary shall be able to update the 
MedWatch to Manufacturer Program status of the 
applicant and its registered product(s). 


3348 The system shall provide the ability to access 
updated data pertaining to buyouts. 

3350 The system shall provide the ability to access 
updated data pertaining to all changes of 
responsibility within the pharmaceutical 
industry .The system shall provide the ability 
to access updated data pertaining to all 
changes of responsibility within the 
pharmaceutical industry 

2819 The system shall provide the ability to add 
and retain new data pertaining to a contact. 

2820 The system shall provide the ability to update 
data pertaining to a contact. 

2860 The system shall provide the ability to add 
and retain new data pertaining to an. 
applicant receiving MedWatch expedited 

2861 The system shall provide the ability to add 
and retain new data pertaining to a new 
product as the subject of MedWatch 
expedited transmissions. 


Sub Area: Medical Terms Dictionary 

5843 The system shall be able to incorporate new versions of 
the medical dictionary without system downtime. 

5844 The system shall have the ability to review dictionary 
updates and mappings and apply changes automatically 
after QC is complete. 

5845 The system shall be able to retain new lower level medical 
terms when using the MedDRA as a medical terms 
dictionary. 

5846 The system shall be able to link lower level medical terms 
to preferred terms when using the MedDRA as a medical 
terms dictionary. 

5847 The system shall be able to retain new special category 
(i.e., Standardized MedDRA Queries - SMQ) medical terms 
when using the MedDRA as a medical terms dictionary. 

5848 The system’s medical terms dictionary upgrades shall not 
lose data or reports that use dictionary terms. 

5849 The medical terms dictionary shall be able to support 
multiple dictionaries from sources outside of the FDA. 

5850 The system shall be able to track and display the 
relationship between previous versions of a term with the 
most recent dictionary update for that term. 

5851 The medical terms dictionary shall be able to relate terms 
across multiple dictionaries (e.g., MedDRA and SNOMED). 

5852 The medical terms dictionary shall allow for the 
conversion of terms from one dictionary to another. 

5853 The system shall allow for the coding of fields designated 
for coding to multiple dictionary terms. 

5854 The system shall allow for the selection of a section or 
word within the narrative for coding. 

5855 The system must allow the coder to select the entire 
narrative for coding. 

5856 Coders shall be able to manually type in a medical term 
verbatim to match to a verbatim and have it validated by 
the dictionary. 

5857 Coder QC shall be able to manually type in a medical term 
verbatim to match to a verbatim and have it validated by 
the dictionary. 

5858 Safety evaluators shall be able to manually type in a 
medical term verbatim to match to a verbatim and have it 


2600 The system shall retain new MedDRA LLTs. 


2601 The system shall link MedDRA LLTs to 
MedDRA PTs. 

2619 The system shall retain new special category 
MedDRA terms. 
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validated by the dictionary. 

5859 The system shall aliow for the viewing of the hierarchy of 
medical terms when searching or reporting. 

5860 The medical terms dictionary shall maintain and display a 
history of changes to individual dictionaries. 

5861 The system shall have the capability to include an update 
of medical terms on ISR's when initiated by a user with 
specific authorization to make the change. 

5862 All terms in the medical dictionary shall be available for 
report queries. 

5863 The system shall maintain a history of changes to a coded 
verbatim term. 

5864 The system shall permit the flexible creation, use, and 
maintenance of Special Search Groups of medical terms. 

5865 The system shall provide the capability to integrate medical 
dictionary online training. 

5989 The system shall support a medical terms dictionary. 

5990 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Patient Drug 
Reaction. 

5991 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Patient Death 
Report. 

5992 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Patient 
Determine Autopsy. 

5993 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Parent Medical 
Episode Name. 

5994 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Parent Drug 
Indication. 

5995 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Parent Drug 
Reaction. 

5996 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Primary Source 
Reaction. 

5997 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Reaction 
MedDRA PT. 

5998 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Reaction Term. 

5999 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Drug Indication. 

6000 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Drug 

6001 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Drug Reaction 
Asses. 

6002 The medical terms dictionary shall allow for the coding of 
adverse events and indications within the Sender 

6003 The system shall provide the ability to view the complete 
list of medical terms. 

6004 The system shall provide the ability to access the medical 
terms dictionary as part of the coding process for an ISR. 

6005 The system shall be able to load and retain new medical 
terms, including individual terms and new dictionaries. 


Sub Area: Product Dictionary 

5433 The system shall support a product dictionary. 

5434 The system shall be able to add and retain drug product 2886 The system shall provide the ability to add 

data including information about drug product formulation. and retain drug product data including 
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information about drug product formulation. 

5435 The system shall be able to modify drug product data 2887 The system shall provide the ability to modify 

including information about drug product formulation. drug product data including information about 

drug product formulation. 

5436 The system shall be able to add and retain biologic product 2813 The system shall provide the ability to add 

data including information about biologic product and retain biologic product data including 

information about biologic product formulation. 

5437 The product dictionary shall support post-marketing 
surveillance on blood derivative biological products. 

5438 The product dictionary shall support post-marketing 
surveillance on biological blood component products. 

5439 The product dictionary shall support post-marketing 
surveillance on biological cellular and tissue products. 

5440 The product dictionary shall support post-marketing 
surveillance on biological therapeutic products. 

5441 The product dictionary shall support post-marketing 
surveillance on biological diagnostic products. 

5442 The product dictionary shall support post-marketing 
surveillance on biological vaccine products. 

5443 The product dictionary shall support post-marketing 
surveillance on other biological products that have NDA 
assignments. 

5444 The system shall be able to modify biologic product data 2814 The system shall provide the ability to modify 

including information about biologic product formulation. biologic product data including information 

about biologic product formulation. 

5445 The product dictionary shall have the capability to include 
additional pharmacological classification (from outside 
sources) and relate them to the products within the 
dictionary (such as AHFS data). 

5446 The pharmacological classification and product 
relationships shall be available for querying and reporting. 

5447 The product dictionary shall contain a relationship 
between the product and its active ingredients. 

5448 The product dictionary shall indicate if a product is a 
combination product by indicating the product line (e.g., 
food, drug, biologic, device). 

5449 The indicator for a combination product shall be available 
for reporting (to allow the ability to include or exclude from 
a search). 

5450 The system shall allow dictionary management to include 
the ability to add terms to the dictionary, fix dictionary 
errors; develop a drug dictionary specific to AERS. 

5451 The system shall have the ability to search the product 
dictionary. 

5452 The product dictionary shall maintain a history of all 
changes to a product, including Trade Name changes, 
ingredient changes. 

5453 The system shall have the ability to support multiple 
product dictionaries and multiple versions of each 

5454 The system shall have the ability to allow users to 
customize product dictionary searches. 

5455 The system shall have a dictionary that will translate 
verbatim names into Trade names. 

5456 The dictionary shall indicate if a trade name is a foreign or 
domestic name. 

5457 The system shall relate a foreign trade name to a 
“domestic” trade name. 

5458 The Product Dictionary must interface with the 
Manufacturer Dictionary to link products with specific 

5459 The system shall allow the user to search the history of a 
Manufacturer for a product. 

5460 The system shall allow for the capture of a Re-Packager 
(corporation) for a Product. 


5461 The system shall allow the user to associate a “[Product] 
NOS" for a reported product that cannot be linked based 
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on NDA# or STN#. 

5462 The first two portions of the NDC - Labeler code and 
product code shall be the unique identifier for a drug 
product and shall link to NDA#. 

5463 The system shall provide the capability to link products by 
Trade Name, Active Ingredient, and Manufacturer 

5464 The system shall allow for trade name specification from 
the 6-digit STN #, which presently links only to the level of 
the manufacturer. 

5465 The system shall have “real-time” lookups into the product 
dictionary for validation of data entry and reporting. 

5466 A product shall allow one or more active ingredients. 2558 The system shall enable users to select one 

or more active ingredients for a verbatim 
drug if there is not an appropriate match in 
the drug dictionary. 

5467 The system shall allow a user to save a list or grouping of 
certain drug names to apply to future queries and reports. 

5468 The system shall allow a user to view (read-only) another 
user’s saved list or grouping of drug names to apply to 
future queries and reports. 

5469 The system shall have the ability to determine the "date 
due” for periodic reports for a given product. 

5470 The product dictionary shall contain the international “birth 
date” for a product. 

5471 The system shall have the ability to identify and 
differentiate OTC products. 


Functional Area: Interfaces 

2006 SRS Document 2003 RTM 

Sub Area: Communications Interfaces 

5979 The system shall support e-mail integration at the end-user 2420 The system shall create links between AERS 
application and the server-side application. modules and all of the FDA E-Mail systems 


Sub Area: Hardware Interfaces 

5956 The system shall interface with barcode readers and 
barcode printers in a fashion which is device or 
manufacturer independent, 

5956 The system shall interface with barcode readers and 
barcode printers in a fashion which is device or 
manufacturer independent. 

5956 The system shall interface with barcode readers and 
barcode printers in a fashion which is device or 
manufacturer independent. 

Sub A rea: Software Interfaces 

5957 The system shall support across system databases 
searches and queries. 

5958 The system shall support across system databases 
reports generation. 

5959 The system shall interface with DAARTS. 

5960 The system shall interface with ADIMS. 

5961 The system shall interface with CBER's CBAER. 

5962 The system shall interface with the FDA Product Labeling 
System (SPL). 

5963 The system shall interface with FDA CFSAN CAERS. 

5964 The system shall interface with the FDA FACTS system to 
coordinate enforcement activities in the field. 

5965 The system shall interface with the FDA Drug Quality 
Reporting System (DQRS). 

5966 The system shall be able to interact with other FDA Safety 
Evaluator databases, i.e., signals database. 

5967 The system shall be able to integrate with existing FDA 


2576 The system shall print labels for specific 
pages or range of pages, including the page 
numbers on the label from the Barcode Label 
Printing screen 

3164 The system shall support the Eltron 
Programming Language 1 for the Eltron LP 
2042 Barcode Printers. 

3165 The system shall support the Eltron 
Programming Language 2 for the Eltron LP 
2642 Barcode Printers. 


2406 The system shall support direct access to 
centralized Oracle7 database 
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dictionaries for drug, biologic, manufacturer and label 
information. 

5968 The system shall interface with the existing EDOC system. 

5969 The system shall interface with the existing EDR system. 

5970 The system shall provide for periodic extraction of data to 
effectively support Agency management reporting 
requirements and other requirements related to decision 
support for assessing and monitoring drug safety risk. 

5971 The system shall support data integrity and data 
consistency by having access to existing dictionaries. 
When no relevant dictionary is available the system will 
maintain a centralized location for storing related. ISR- 
specific drug, biologic, label, MedDRAand manufacturer 

5972 The system shall interface with the interagency AHRQ 
Safety Net and the National Patient Safety Task Force. 

5973 The system shall interface with the Veterans Affairs (VA) 
Administration. 

5974 The system shall be able to obtain prescription-specific 
data, such as number of prescriptions written for a drug 
from National Prescription Audit Plus (NPA), an external 

5975 The system shall be able to obtain demographic drug 
usage data such as age. gender, region for a generic or 
trade name product from National Disease and 
Therapeutic Index (NDTI), an external database. 

5976 The system shall be able to receive and integrate ADR 
data received periodically from the World Health 
Organization (WHO). 

5977 The system shall interface with the Viral AERS (VAERS) 
system at the Center for Disease Control (CDC). 


281 1 The system shall provide the ability to extract 
data. 


3655 The system shall provide the ability to obtain 
prescription-specific data, such as number 
of prescriptions written for a drug from NPA 
Plus, an external database. 

3656 The system shall provide the ability to obtain 
demographic drug usage data such as age, 
gender, region for a generic or trade name 
product from 1SS' NDTI, an external database. 

3658 The system shall provide the ability to load 
extracted ISR data received periodically from 
the WHO. 

3633 The system shall provide the ability to access 
the following external systems: Medline, 

PDR, DQRS, WHO, and VAERS (CBER Safety 
Evaluators only). 


5978 The system shall interface with various systems and 
databases at the National Library of Medicine (NLM). 


Functional Area: On-Line User Documentation and Help System Requirements 
2006 SRS Document 2003 RTM 

Sub Area: 

5920 The system shall provide an on-line training manual and 3933 The system shall be supported by user- 

help function with interactive screens. friendly user and operations guides and 

training manuals 

5921 The system shall provide the capability to integrate 
MedDRA online training or other training subjects as 

5922 The system should provide online training information that 
is suitable for specialized groups, such as medication 

5923 Online training and help activities should indicate caveats. 

5924 Online training information must meet the needs of new 
employees and be easily updateable. 

5925 The system should have Help balloons that pop-up when 2522 The system shall provide descriptive on-line 

sliding the cursor over the menu selection. help 

5926 The system's training module should have a searchable 
message board having current issues and input from 
other users that may show workarounds to current 

5927 The system should incorporate security awareness and 
training as it pertains to AERS in training initiatives. 


Functional Area: Other Requirements 

2006 SRS Document 
Sub Area: 

5943 The system shall include a migration plan for all relevant 
data currently in AERS 1. 


2003 RTM 

3916 Develop and implement a strategy and 

implementation plan and program to convert 
ISR data from the SRS system and MAR data 
from the MART system to the new AERS 
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Functional Area: Security and Privacy Requirements 

2006 SRS Document ’ ' 2003 RTM 


Sub Area: 

5928 Access to the AERS II application will be limited to 
previously approved FDA employees. Employees will be 
required to provide a username and password in 
accordance with FDA guidelines. There are standards for 
the values that are valid for username and password. 

5929 Access to the public AERS II web site will be open to 
anonymous, unrestricted access. 

5930 The system shall include data access controls that limit 
authorized access to the least amount of information 
needed to accomplish each particular job function. 

5931 The system shall allow the administrator to limit data views 
(by record and data element) and access based on 
defined user roles and user identification. 

5932 The system shall ensure that on-line updates of personal 
data that affect a user's access/approval authority in the 
system are performed by authorized individuals. 

5933 The system shall ensure that discretionary access control 
mechanisms are in-place on the platform. 

5934 The system shall ensure that each user has documented, 
official approval before being granted authorization to 
access the system remotely and maintain current list of 
users with such authorization. 

5935 The system administrator shall be able to assign users 
with appropriate roles. 


5936 The system shall provide an additional password/ID 
reconfirmation where there is a specific reason or need. 

5937 The system shall be compliant with OMB Circular A- 130, 
Appendix III, and Security of Federal Automated 
Information Systems. 

5938 The system shall be compliant with the HHS Automated 
information Systems Security Program, ISSP Handbook 


5939 The system shall be compliant with Federal Information 
Security Management Act (FISMA) of 2002. 

5940 The system shall be compliant with NIST SP 800-53. 

5941 The solution must be compliant with the Information 
Security (Privacy Act), the Privacy Provisions of the e- 
Government Act of 2002 and technology security 

5942 The system must include a tamper-proof (self-auditing) 
facility to record any change to AERS II. 


3884 The system shall ensure that application user 
names meet DHHS FDA naming standards 
and are similar to user names for e-mail, 

LAN, and other accounts. 


3851 The system shall provide capability for data 
administrator to define access restrictions 

3862 The system shall ensure that on-line updates 
of personal data that affect a user's 
access/approval authority in the system are 
performed by authorized individuals. 

3865 The system shall ensure that discretionary 
access control mechanisms are in place on 
the platform. 

3876 The system shall require each user to have 
documented, official approval before being 
granted authorization to access the system 
remotely and maintain current list of users 
with such authorization. 

2805 The system shall provide the ability for the 
System Administrator to maintain user 
accounts that include adding new users and 
assigning roles to added users. 

3902 The system shall provide an additional 

password and ID reconfirmation where there 
is a specific reason or need. 


3883 The system shall ensure that passwords to 
the system meet DHHS AISS Program 
Handbook May 1994 requirements (e.g., no 
fewer than six characters, changed at least 
every 90 days) and ISA Perimeter Security 


Functional Area: Supportability 

2006 SRS Document 2003 R TM 

Sub Area: 

5891 The system shall support the ability to add new application 
functionality 

5892 The system shall support the ability to change business 

5893 The system shall support the ability to add new 
elements/fields to the data repository 

5894 The system shall support the ability to establish new 
relationships between the elements 

5895 The system shall support the ability to introduce data 
analysis modules 
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5896 The system shall support the ability to introduce data 
querying modules 

5897 The system shall support the ability to introduce data 
reporting and formatting modules 

5898 The system shall support the ability to introduce new 
printing capabilities 

5899 The system shall support the ability to introduce new 
searching engines, algorithms 

5900 The system shall support the ability to export data in new 
formats 

The system shall support the ability to import and merge 
The system shall support the ability to change workflow 

The system shall support the ability to add new roles 2809 The system shall provide the ability to add, 

modify, or soft delete the list of AERS roles 
and the specific functions associated with 
those roles. 

5904 The system shall support the ability to quickly change data 
and software accesses 

5905 The system shall support the ability to utilize/integrate 
multiple data dictionaries (versions) 

5906 The system shall support the ability to change data 
exchange standards (new versions and different 


5901 

5902 

5903 


Functional Area: System Performance 

2006 SRS Document ' 2003 RTM 

Sub Area: 

5880 The system running within the FDA intranet shall meet all 
of the specified response time requirements. 

5881 The system shall be able to save data changes in less 
than 5 seconds when used within the FDA intranet. 

5882 The system shall be able to retrieve simple data in less 
then 2 seconds when used within the FDA intranet. 

5883 The system shall be able to perform searches, queries, 
and reporting in less than 3 minutes when used within the 
FDA intranet. 

5884 The system shall be able to perform a user login or logout 
in less than 5 seconds when used within the FDA 

5885 The latency between system-to-system connections shall 
be less than 3 seconds when used within the FDA 

5886 The public web site shall meet the specified response time 
requirements when connected through using broadband 
technologies. 

5887 The system shall be able to retrieve static data for the 
public web site in less than 1 0 seconds when connected 
through using broadband technologies. 

5888 The system shall be able to retrieve semi-static data for 
the public web site in less than 10 seconds when 
connected through using broadband technologies. 

5889 The system shall be sized to accommodate a lifespan of 
10 years of growth, maintaining the required performance 
metrics. 

5890 The system shall be able to process one thousand (1000) 
new adverse event report transactions per day (six days 
per week). 


3670 The system shall demonstrate response time 
for simple queries *(5 min., M+, M++) 

3671 The system shall demonstrate response time 
for moderately complex queries *(30 min., 
M+, M++) 


Functional Area: System Reliability 

2006 SRS Document 2003 RTM 

Sub Area: 

5874 All end-user functionality for all roles shall be accessible 
via a standard web browser. 

5875 The system must be compliant with Section 508 of the 
Rehabilitation Act of 1973, as amended (29 U.S.C. 794d) - 
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commonly known as “Section 508 Compliance”. 

5876 The system should have a role-specific interface or front- 3857 The system shall enable users to limit data 

views and access based on defined user 
roles and user identification. 

5877 The system shall use consistent terminology in field 
labeling by ensuring that all field labels (e.g. r screens, 
reports) correspond to the equivalent field label from the 
mandatory and voluntary MedWatch forms. 

5878 The system shall use button and menu names that match 
the screen, dialog, or screen area that becomes activate 
when selected. 


5879 Except for a scheduled downtime of 4 hours per week, all 
AERS II functionality must be available (in a non-degraded 
mode) to all users, 98% of the time. The AERS II system 
can operate in a downgraded mode defined as less than 
1% of the time. 


Functional Area: System Usability 

2006 SRS Document 2003 RTM 

Sub Area: 

5873 The system shall be web based (i.e., have a browser 
centric user interface that is available over an Internet, 
and Extranet or an Intranet). 


2979 The system shall have established GUI 
standards for the naming conventions of 
buttons and screen names within AERS 
(e.g., iSRs vs. reports, drugs vs. products). 
These standards are outlined in the AERS 
GUI Requirements Document approved by the 
CCB on November 9, 1999. 
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APPENDIX D 

Report of Findings on OIT 
By Linda Rule 


Because of its scope and complexity, the content of the Report of Findings on OIT that was 
published in October 2003 was transmitted to FDA separately. 
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APPENDIX E 

AERS Users Satisfaction Survey 


Adverse Event Reporting 
System (AERS) Program 


User’s Satisfaction Survey 


Conducted by 

Breckenridge Consulting Group Inc. 
PO Box 5050 
Breckenridge, CO 80424 
www.breckconsulting.com 

June 2005 
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Introduction 


The FDA is responsible for pre-market and post-market safety and efficacy assessments of human drugs 
and certain biologies through its Center for Drug Evaluation and Research (CDER) and Center for 
Biologies Evaluation and Research (CBER), respectively. Clinical trials, which represent the pre-market 
process that leads to formal marketing approval, only begin to quantify the safety and efficacy of a given 
pharmaceutical compound or biological product. The post-market assessment of safety and efficacy is 
conducted largely by means of reviewing and monitoring of adverse event reports. 

An adverse event is any undesirable event associated with the use of a drug or biologic in humans. Given 
the approach of spontaneous or “passive” surveillance, the collection and analysis of adverse event data 
must be reported to FDA in order for the agency to carry out its mission of performing post-marketing 
safety surveillance (PMSS) throughout the entire life cycle of the product. The Adverse Event Reporting 
System (AERS) is a computing system that FDA staff uses to carry out the PMSS function. The Office of 
Pharmacoepidemiology and Statistical Science (OPaSS) AERS Program Office is the organizational unit in 
FDA that orchestrates the needs of users in all FDA Centers who perform the PMSS function and the 
technical support of CDER’s Office of Information Technology (OIT) and Office of Information 
Management (OIM). 

The genesis of the FDA spontaneous reporting system for drugs dates to the 1 962 Kefauver-Harris 
Amendment to the Food, Drug, and Cosmetic Act that required drug manufacturers to report all adverse 
reactions for any product marketed under an approved New Drug Application (NDA). FDA began 
computerizing adverse drug reaction reports in the mid-1960s. The automated Spontaneous Reporting 
System (SRS) was initially designed in 1969 to serve as a means for FDA to detect rare, unexpected 
adverse drug and biologies reactions, where biologies included blood, allergenics, cellular tissue and gene 
products and therapies. In 1986, prescription drugs on the market without an approved application (i.e., 
those drugs and biologies marketed before 1938) became subject to adverse event reporting requirements. 
In 1993, the FDA initiated the MedWatch program to increase public awareness about the importance of 
reporting adverse reactions, to educate health professionals on reporting requirements, to standardize 
reporting formats, and to provide an agency-wide single point of entry for adverse reaction reports 
submitted by the public and health professionals. 

The SRS worked well when CDER and CBER were receiving a total of 1 0,000 reports a year. But by the 
mid-1990s, the increasing scope of FDA's requirements for spontaneous reporting of adverse events 
combined with the agency’s desire to increase public awareness about reporting adverse events increased 
the number of reports to over 150,000 per year. The enormous volume of reports pushed the SRS to its 
operational and technical limits. It also hampered the agency's ability to effectively perform PMSS. The 
Adverse Events Reporting System (AERS I) replaced the SRS in 1997 and became the primary post- 
marketing spontaneous reporting system for human drugs and biologic therapeutics. It was designed to 
utilize state-of-the art technology to facilitate the collection, analysis, and dissemination of post-marketing 
spontaneous reporting information. 

Since that time the number of adverse event reports has grown to over 400,000 per year, and the FDA’s 
commitment to gathering larger data samples, communicating risks to the public and encouraging reporting 
of adverse events will drive this number even higher. While FDA’s efforts were successful in increasing 
the amount of data that the agency could use to protect public health and safety, this success has created an 
enormous IT challenge that the current AERS I computer system can no longer handle. The OPaSS AERS 
Program Office will orchestrate the needs of users in all FDA Centers and the technical support of 
CDER’s OIT and OIM to ensure that a new AERS computer system (AERS II) will serve the needs of the 
users who carry out FDA’s PMSS mission. 
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This document summarizes a three-year process called the Organizational Design and Planning Process 
(ODP) that was designed to understand the issues problems and needs that users were having with the 
AERS I system. Together with the AERS Program Strategic Plan, the ODP process was designed to map 
out the foundation of the new AERS II system. As described in the next section, the ODP process began by 
identifying and creating a baseline of the needs of AERS I users. This document contains the data, analysis 
and conclusibns from a User’s Survey that was conducted in June 2005. It has two main purposes. First, 
the User’s Survey and this report are a way to measure progress on the eleven Initial Observations for 
Improvement identified in 2003 and progress toward the goals defined as part of the ODP process. Second, 
this report presents additional Observations for Improvement and suggests a path forward for the AERS II 
system. 
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Brief Overview 
Of the ODP Process 

The purpose of this section of the report is to provide background and an overall context for the ODP 
process and the User’s Satisfaction Survey. 

1. In February 2003, the Director of OPaSS, Paul Seligman, told staff of the Breckenridge Consulting 
Group (BCG) that many AERS users were very unhappy with the ineffective performance of the AERS I 
system. Seligman identified three primary issues that BCG used to focus the initial set of exploratory 
interviews of users and other FDA personnel during the first visit in March 2003. 

• Making better public health use of data 

• Improving the database and its performance 

• Better management of the AERS program 

2. March 11-12, 2003 was the initial site visit where BCG interviewed about 25 people from ODS, 
DSRCS, DMETS, CBER, DDRE, OB, CDER OIT, and CDER OIM. We used the then current version of 
the CDER OIT/OIM Strategic Plan (February 2003), as a guide for what the FDA needed from the AERS 
system. The interviews resulted in eleven Initial Observations for Improvement that helped focus the ODP 
process. The complete list of these eleven Initial Observations for Improvement can be found in Appendix 
D below. 

3. Prior to the first ODP meeting held on June 24-25, 2003, Charlie Stone joined OPaSS on a detail and 
subsequently became the AERS Program Manager. The first ODP session was attended by 2 1 people from 
OPaSS, OIT, OIM, ODS, DSRCS, DMETS, DDRE, OND, OC, CBER. and CFSAN. This meeting was 
facilitated by BCG. BCG presented an overview of: a) the ODP process, b) Human Factors issues 
associated with this kind of project, and c) the eleven Initial Observations for Improvement that emerged 
from the initial visit. Attendees did an exercise with all AERS users where people wrote what they thought 
other organizations did and how they used AERS and then each organization debriefed their actual roles, 
responsibilities and how they used AERS. The group exercise helped attendees understand the function of 
other organizations and the overall scope of AERS as a system that is vital to FDA’s post-marketing 
surveillance responsibilities. Participants reviewed the outline of the Charter for the ODP Process, 
developed five working groups and gave attendees the opportunity to sign up for the one they were most 
interested in or in which they had expertise. 

• Data Input 

• Data Structure 

• Data Queries and Retrieval 

• Contract Management 

• Training 

The strengths, areas for improvement, and user needs that were identified in this meeting are summarized 
in the CDER OPaSS Adverse Event Reporting Program Strategic Plan, dated June 26, 2004. The attendees 
decided that the scope of AERS users was still wider and needed to be expanded to CDRH, CVM, FOI, 
DRLS, FURLS, and OTC. We developed action items for a path forward and these are also summarized in 
the latest version of the CDER OPaSS Adverse Event Reporting Program Strategic Plan. 

4. The second ODP meeting was held on July 15-16, 2003. This meeting was attended by 23 people from 
OPaSS, OIT, ODS, DSRCS, DMETS, and DDRE. This meeting was facilitated by BCG. Because many of 
the attendees were not at the first meeting, BCG presented an overview of what happened at the previous 
meeting, as well as an overview of: a) the ODP process, b) Human Factors issues associated with this kind 
of projects, c) the Initial Observations for Improvement, and d) the scope and purpose of the five working 
groups that had been developed in the first meeting. Sandra Valencia who was the AERS project manager 
in CDER OIT gave an overview presentation on the AERS Configuration Management Process and the 
associated structure and functioning of the Change Control Reports process (CCR) and the three Change 
Control Boards (CCBs) that existed at that time. Using the topics of the five working groups as a kind of 
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matrix, attendees used flip charts to document the current AERS system’s areas for improvement, 
functionality that was promised but never received, and strengths that should be capitalized on. Each issue 
was identified as to its scope of impact on users and organizations (Safety Evaluators, Epidemiologists, 
Medical Errors, FOI, OIT, etc.). These items were identified and summarized in the latest version of the 
CDER OPaSS Adverse Event Reporting Program Strategic Plan. At that time there were 209 outstanding 
CCRs. We divided them up among the attendees then broke them into small groups, with each group being 
assigned about 50 CCRs. The goal was to evaluate the CCRs as to their importance to the work of the 
organizations present. Each CCR was also assigned to one of the five working groups. We developed 
action items for a path forward that are summarized in the latest version of the CDER OPaSS Adverse 
Event Reporting Program Strategic Plan. 

5. The third ODP meeting was held on August 5-6, 2003. This ODP session was attended by 21 people 
from OPaSS, OIT, ODS, DSRCS, DMETS, DDRE, PSI and BAH. This meeting was facilitated by BCG. 
Because many of the attendees were not at the other meetings, BCG presented an overview of what 
happened at the previous meetings, as well as an overview of: a) the ODP process, b) Human Factors 
issues associated with this kind of projects, c) the Initial Observations for Improvement from the initial 
visit, and d) the scope and purpose of the five working groups established at the initial meeting. Sandra 
Valencia the AERS project manager gave an overview presentation on the AERS Configuration 
Management Process and the associated structure and functioning of the CCR process and the three CCBs 
that existed at that time. Using flip charts, we gathered user needs, strengths, areas for improvement, 
functionality that was promised in the current AERS system but was not delivered, and our end-user 
feedback. The strengths, areas for improvement, and user needs that were identified in this meeting are 
summarized in the latest version of the CDER OPaSS Adverse Event Reporting Program Strategic Plan. 
Charlie gave an overview talk of how he planned to handle the AERS program management based on his 
previous experience with the FACTS system he managed in ORA, and then entertained questions and 
feedback from those present. The PSI and BAH attendees presented the issues from their perspective and 
entertained comments and feedback from the end users who were present. Surprisingly, BAH claimed that 
this was the first time that they had heard how unhappy users in OPaSS were, which only reinforced 
questions about the effectiveness of the interface between CDER OIT and users in OPaSS and CBER. We 
developed action items for a path forward that are summarized in the latest version of the CDER OPaSS 
Adverse Event Reporting Program Strategic Plan. 

6. The fourth meeting was held on September 15, 2003. This ODP session was attended by about 10 people 
from CVM, CBER, CFSAN, CDRH, FOI, PSI, BAH as a way of gathering the input of all AERS users. 
Many of the attendees were not at the first meeting, so BCG presented an overview of what happened at 
the previous meeting, as well as an overview of: a) the ODP process, b) Human Factors issues associated 
with this kind of projects, c) the Initial Observations for Improvement from the initial visit, and d) the 
scope and purpose of the five working groups. Using flip charts, we gathered user needs, strengths, areas 
for improvement, functionality that was promised in the current AERS system but was not delivered, and 
our end-user feedback. The strengths, areas for improvement, and user needs that were identified in this 
meeting are and action items for a path forward are summarized in the latest version of the CDER OPaSS 
Adverse Event Reporting Program Strategic Plan. 

7. The fifth meeting was held on September 16-17, 2003 and was attended by about fourteen safety 
evaluators from CDER and CBER. The purpose was to analyze the safety evaluators’ work processes and 
areas that required AERS functionality. These were binned out into the areas of the five working groups, 
including labeled versus unlabeled, the drug dictionary, text word searching, printing standard and 
customized reports, and many other issues. The entire group did a page-by-page review of the significant 
screens of the AERS system and identified which buttons, items, and features did not function or did not 
function completely or correctly. The results if this meeting were summarized in the latest version of the 
CDER OPaSS Adverse Event Reporting Program Strategic Plan. 

8. The final meeting was held on October 30, 2003 to bring closure to the ODP Process. The five working 
groups identified in the initial meeting were never chartered because the method of gathering user needs 
from all AERS user constituencies at ODP meetings was successful and the extra time and effort needed to 
initiate and run the five working groups was not viewed as being value added. The first draft of the CDER 
OPaSS Adverse Event Reporting Program Strategic Plan was completed on October 30, 2004. Since that 
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time it has undergone seven revisions, incorporating FDA comments and suggestions for improvement. As 
of the publication of this report, the latest revision is dated June 26, 2004. 
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AERS User’s 
Survey Overview 


The questionnaire for the AERS User’s Satisfaction Survey was designed to collect information about the 
operation of the AERS Program from the perspective of AERS users. Participants were asked to give their 
most accurate and honest response that they could, based on their personal knowledge of: 

1. The functionality of AERS system, 

2. The performance of the AERS Program Office, e.g. Charles Stone, and 

3. The performance of the AERS Help Desk, e.g. SAIC/PSI. 

There were 27 radio button questions and five open-ended questions. The quantitative data from the radio 
buttons has been analyzed and is shown below in the section called Quantitative Survey Data. The data 
from the five open-ended questions have been summarized into themes and are presented below in the 
section entitled Summary of Verbatim Comments. The raw unedited data from the verbatim comments is 
shown in Appendix C below. Participants were instructed that answering “Don't Know/No Opinion” was 
as valid an answer as any of the other choices. Since the questionnaire asked for their personal knowledge 
about the three bullets listed above, if they had second hand knowledge or no knowledge at all, then they 
were instructed to answer “Don’t Know/No Opinion.” Questions where participants answered “Don’t 
Know/No Opinion” were not counted in the data analysis to increase the validity of the assessment results. 
Significant instances of the answer “Don’t Know/No Opinion” (50% or greater) included the following: 

1. Questions 1.1, 2.9, and 3.7 ask about the comparison between the current operation of the AERS 
Program and the way things were 18 months ago. These answers probably indicate that these 
respondents honestly didn’t have first hand knowledge about these questions or just didn’t know how to 
answer them. 

2. Questions 1.3 and 1.4 ask about whether these participants’ concerns are being brought to the CCB 
meetings through their representative. Data from one-on-one interviews indicate that respondents have a 
lack of knowledge about the role and function of their CCB representative. Some people who were 
interviewed did not even know that they had a CCB representative. 

3. The question, “How would the proposed AERS II system positively impact your ability to do your 
job?” had a significant number of “Don’t Know/No Opinion” responses. This may indicate a lack of 
knowledge about the capabilities of the new AERS II system and the degree to which it will positively 
impact the professional life of AERS users. 

Non-Response Error 

Every effort was made by BCG to remind participants to complete the survey, including numerous 
reminder e-mails, phone calls, and notification of the OPaSS management team of the non-participation. 
Unfortunately, the low-level of completion in some organizations has caused a large Non-Response Error 
in four out of five the organizations. These numbers are indicated on the data graphs presented below. 

Confidentiality 

The responses of individual participants were confidential. In accordance with Public Law 93-579 (Privacy 
Act of 1974) providing personal information is completely voluntary. Collection of this information has 
been authorized by Sections 1302, 3301, and 3304 of Title 5 US Code. Completed surveys were sent 
directly to the Breckenridge Consulting Group Inc. for analysis. No one in FDA will ever have access to 
the individual responses. Individual responses were compiled and summarized with the responses of other 
participants into the overall summary report contained in this document so individual answers cannot be 
identified. 
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Observations 


An initial set of interviews was conducted by BCG on March 1 1 and 12, 2003, with about 25 people being 
interviewed from ODS, DSRCS, DMETS, CBER, DDRE, OB, CDER OIT, CDER OIM. We used the then 
current version of the CDER OIT/OIM Strategic Plan (February 2003), as a guide for what the FDA 
needed from the AERS system. The interviews resulted in eleven Initial Observations for Improvement that 
helped focus the ODP process. The complete list of these observations can be found in Appendix D. 

This section begins with an analysis of the observations from the 2003 assessment used as a baseline 
against which current performance of the program can be measured. As the data from the AERS User’s 
Satisfaction Survey shows, the following four Initial Observations for Improvement from 2003 have been 
addressed over the last 18 months and show substantial improvement. 

Observation 2-2003 (Project Management) concerned better oversight of the former contractor (BAH), 
and the reengineering of the CCB and CCR processes to make them more effective and efficient. BAH is 
no longer the contractor and interviews and other data show that the current contractor (SAIC/PSI) is 
doing a great job. In addition, the AERS Program Manager is doing an excellent job providing oversight 
for all contractors working on the AERS Program by holding them to task and closely monitoring the 
number of tasks being completed and the contractor’s performance on those tasks. The AERS Program 
Manager has made the following progress in this area. The three CCBs have been combined into a 
single, more effective entity, the number of outstanding CCRs has been substantially reduced, CCRs for 
organizations such as DMETS and CBER that were outstanding for years have been completed, and the 
number of CCRs addressed per new release of AERS I has increased dramatically. 

Observation 3-2003 ( Communication ) concerned better communication between the IT people and 
AERS I users through the equivalent of a business systems analyst that mediated between users and IT 
professionals. Interviews and other data indicate that the AERS Program Manager has effectively filled 
the role of liaison between CDER’s OIT/OIM organizations and the spectrum of users in OPaSS, CBER 
and throughout the Agency. With few exceptions, the level, kind, frequency, and quality of 
communication that the Program Manager provides to AERS I users about the system has improved 
substantially over the last 18 months. 

Observation 7-2003 (AERS Ownership) concerned the ownership of the AERS I system. Prior to 
beginning the ODP Process, organizational responsibility for the AERS I system was unclear, which led 
to the comment, “If everyone is responsible for AERS, then no one is responsible.' 7 The Program 
Manager within OPaSS has demonstrated commitment and dedication to assuming responsibility for the 
AERS Program. Interviews and other data in this report confirm that OPaSS (through the AERS 
Program Manager) owns and is responsible for the effective operation of the AERS Program. But as 
described in more detail below, the IT Consolidation process within FDA mandates that funding for 
AERS I is controlled by CDER’s OIT organization. This has complicated the issue of AERS ownership 
and at times made it difficult for the AERS Program Manager in OPaSS to succeed because he has the 
responsibility for effectively running the program, without the funding authority needed to make this 
happen. 

Observation 8-2003 (Identify All AERS Users) concerned understanding the needs and requirements of 
all AERS Users including other safety evaluators in OPaSS (DMETS), CBER, epidemiologists, Office of 
Compliance, FOI, and the Review Divisions in the Office of New Drugs (OND). Interviews and other 
data in this report indicate that the AERS Program Manager in OPaSS has gone to great lengths to 
identify and seek out all users of the system and this area has improved dramatically over the last 1 8 
months. 

As the data from the AERS User’s Satisfaction Survey also show, the following Initial Observations for 
Improvement from the beginning of the ODP process in 2003 remain problematic. As of the writing of this 
report, these areas still need to be addressed with corrective action. 
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Observation 4-2003 (Poor System Design) was about the poor design of the AERS I system that resulted 
in lost functionality from the previous SRS, the proliferation of work-arounds for individual users, 
decreased analytical capabilities over the SRS’s capabilities, and the emergence of costly tangential 
systems designed to increase analytical capabilities on a user-group, by user-group basis (for example. 
Data Mart and CBEAR). Observation 8-2003 (AERS Activity ) concerned estimates of the "usability" of 
the AERS system, what this User’s Survey called “functionality.” Data gathered for the Initial 
Observations for Improvement in 2003 indicated that the usability of AERS I ranged from 60-90% 
depending on who was asked. The data from interviews and other data from this present survey indicate 
that there has been some limited increase in functionality, for example regular MedDRA upgrades and 
some limited data cleanup. But in other critical areas (data dictionary, data integrity, labeling issues, data 
retrieval, heuristic search capabilities, and the ability to do batch printing), the functionality of AERS I is 
about the same as it was 18 months ago. This is probably the result of a conscious decision by OPaSS 
management and the AERS Program Manager to not invest resources in fixing problems in AERS I, and 
instead focus on obtaining this increased level of functionality in the AERS II system. Interviews and 
other data from this survey indicate, that if the AERS II system is substantially delayed, or does not 
receive the funding needed to go forward, resources must be dedicated to increasing the functionality of 
the AERS I system. As described below, AERS I users indicated that “on-average” they spend about 3/4 
of an hour per day on AERS 1-related inefficiencies. Some users spend as much as four hours per day on 
such inefficiencies. For the 75 users who participated in this survey, spending 3/4 of an hour per day 
amounts to about $700,000 per year in lost salary and is the equivalent of about 6 FTEs. Based on 
interviews and other data gathered in this survey, BCG estimates that about half of this time is probably 
due to functionality issues, and half is due to a lack of training for Safety Evaluators and a lack of up-to- 
date AERS system documentation for these same users. However, some Safety Evaluators commented in 
interviews that they have been doing the work-arounds for the AERS I system for so long, that they have 
come to seem these tasks as a part of doing the job. This means that the actual time wasted on AERS I 
inefficiencies is probably much larger than 3/4 of an hour per day. The issue of increased functionality is 
more than adequately addressed in the AERS Program Strategic Plan, but is slated for completion as part 
of the AERS II process. 

Observation 5-2003 (Lack of Documentation and Training) concerned the difficulties of back- 
engineering the AERS system because of a lack of documentation and the inability of BAH or CDER 
OIT Project Management personnel to reconstruct the history of what the original specifications and 
system functionality were, compared to the level of functionality that was actually delivered when the 
AERS 1 became operational. This 2003 observation also concerned the lack of up-to-date user 
documentation and training. The documentation and User’s Manual for the AERS I system that did exist 
in 2003 was badly out of date back then. It was originally written in 1999 and none of the system 
upgrades or enhancements were included in this 1999 version. In addition, there was no regularly offered 
formal training on how to use the AERS system provided to existing or even new users at the time the 
ODP process began in 2003. Increased change in AERS I and employee turnover among Safety 
Evaluators has made the training and documentation problems worse than they were 18 months ago. This 
is reflected in the extremely low score on questions 3.8 and 3.9 of the User’s Satisfaction Survey. As 
mentioned, about half of the $700,000 in lost salary and 6 FTEs is probably due to this lack of training 
and up-to-date system documentation. The AERS Program Strategic Plan states that the AERS Program 
Office is responsible for documentation and training, but no resources have been made available to the 
AERS Program Office in OPaSS to correct this problem. An immediate way to address the lack of user 
documentation and not divert substantial resources away from moving toward the ultimate AERS II 
solution might be to identify which AERS users need a copy of the AERS I User’s Manual, then create a 
PDF from a machine readable copy of the 1999 version and distribute it to these users. 

Observation 6-2003 (Electronic Submissions) concerned the problem of electronic submissions, 
especially the data input problems associated with FDA’s ability to receive attachments from submitting 
organizations. This Observation is more than adequately addressed in the AERS Program Strategic Plan, 
is slated for completion as part of the AERS II process, but was beyond the scope of this User’s Survey. 

Observation 9-2003 (IT Consolidation) concerned the potential problems created by the centralization of 
CDER’s IT and IM resources and funds for the AERS Program under a CDER-wide CIO. As mentioned 
above, interviews and other data confirm that the AERS Program Manager in OPaSS is responsible for 
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the effective operation of AERS, but funding for the AERS Program is controlled by CDER’s OIT 
organization. This has complicated the issue of AERS ownership and at times made it difficult for the 
AERS Program Manager in OPaSS to succeed because he has the responsibility for effectively running 
the AERS program, without the funding authority needed to make this happen. Here’s one example of 
the problem of separating responsibility for AERS Program performance from the funding authority 
needed to effectively run the program. In May 2005 CDER’s OIT informed the AERS Program Manager 
that AERS I would have to take a 25% cut in funding. What is most problematic was that the OIT knew 
about this reduction in funding since January 2005, but failed to inform the AERS Program Manager 
until five months later. If current trends continue, IT Consolidation may have a major negative impact 
on OPaSS’s ability to obtain AERS II. With the number of AERS reports increasing to over 400,000 per 
year and $700,000 per year in lost productivity with the existing system (6 FTEs), this matrix- 
management approach to IT could eventually impact OPaSS’s and CBER’s ability to protect the 
American public from drug and biologic-related incidents and hamper FDA’s ability to conduct effective 
post-marketing safety surveillance (PMSS). 

Observation IQ-2003 (System Interfaces) concerned the need for interfacing with other systems inside 
the FDA (Drug Quality Reporting System, Clinical Trials system), and outside the FDA (AHRQ safety 
net, etc). This was beyond the scope of this User’s Survey, but is more than adequately addressed in the 
AERS Program Strategic Plan and is slated for completion as part of the AERS II process. 

The following are additional Observations for Improvement that emerged from the interviews and data 

gathering activities associated with this User’s Survey. 

Observation 1-2005 : Given the importance of protecting the American public from drug and biologic- 
related incidents and it’s potential ability to hamper FDA's ability to conduct effective post-marketing 
safety surveillance, the highest levels of management in FDA and CDER should move aggressively 
toward obtaining of the funds needed to obtain the AERS II system as soon as possible. As mentioned, if 
the AERS II system does not receive the funding needed to go forward or is substantially delayed, 
resources must be dedicated to increasing the functionality of the AERS I system along the lines defined 
in this report and the AERS Program Strategic Plan. The cost-benefit of doing so is obvious, because 
over a four-year period, the $700,000 per year wasted due to AERS 1 inefficiencies totals $2.8 million. 
This is much more than the cost of obtaining any of the scenarios for a new AERS II system. 

Observation 2-2005 : As a follow-on to the comments in Observation 1-2005, the AERS Program 
Office’s staffing level (or resources) should be increased to provide the training and documentation 
support needed to service the multi-functional and cross-organizational needs of the AERS user 
community (especially training and documentation). These staffing levels have been well-defined in the 
AERS Program Strategic Plan for the last 1 8 month, but have not been acted on by CDER management 
or the CDER OIT organization. 

Observation 3-2005: Interviews and other data collected during this User's Survey indicate that the 
AERS Program Manager needs to take more control in running the CCB meetings and develop a more 
systematic approach to defining levels of priority for corrective action on CCRs. The Program Manager 
should not allow a few “vocal” people to dominate the meeting and to derail the orderly agenda that he 
has developed and handed out prior to people arriving at the meeting. The Program Manager should 
seriously consider using a facilitator (non-CCB member) who can keep the meeting on track and allow 
the Program Manager to freely participate in the meeting. In terms of defining the levels of priority for 
CCRs, the Program Manager and CCB members might develop a prioritizing matrix with criteria such 
as: a) the number of users affected, b) the number of hours of down time, c) the number of times the 
problem occurs, d) the degree to which the problem hampers FDA’s ability to conduct effective post- 
marketing safety surveillance, and e) the cost benefit of fixing the problem now versus later with the 
AERS II system. When the question of priority level for a CCR emerges or is in conflict between CCB 
members, these predefined criteria can be used to adjudicate between legitimate but conflicting demands 
on AERS I resources. 


164 



661 


Observation 4-2005 : The high incidence of “Don’t Know/No Opinion for questions 1.3 and 1.4 probably 
indicates that AERS users do not know who their representative is on the CCB and don’t know who to 
report problems to. The AERS Program Manager should address this issue as soon as possible. 
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Summary of the Interview Data 


The Breckenridge Consulting Group conducted fourteen interviews to gather more detailed information on 
the Program Management, Functionality, and User Support dimensions of the AERS Program. These 
interviews were conducted on-site at FDA’s Parklawn Building on May 24-25, 2005 and by phone on June 
1-2, 2005. A list of people were interviewed can be found in APPENDIX B. This section of the report 
contains a very brief summary of the data gathered during the interviews. 

Program Management 

The overall consensus of people interviewed was that the AERS Program Manager is doing an excellent 
job providing oversight for all contractors working on the AERS Program, closely monitoring the number 
of tasks being completed and their performance on those tasks. These comments made during interviews 
are also reflected in the quantitative data and the verbatim comments in this report. The Program Manager 
is working very hard to keep communication open between his Office, numerous user communities, and 
CDER’s OIT and OIM organizations and does a good job orchestrating all activities in the best interest of 
the entire user community. He is also effectively functioning as the communication bridge between all 
parties and organizations that formerly felt ignored (DMETS and CBER) are receiving much more service 
and support in the last 18 months. 

The Program Manager has also made significant progress over the last 18 months in the following areas. 
The three CCBs have been combined into a single, more effective entity, the number of outstanding CCRs 
has been substantially reduced, CCRs for organizations such as DMETS and CBER that were outstanding 
for years have been completed, and the number of CCRs addressed per new release of AERS I has 
increased dramatically. The Program Manager is very responsive to the needs of all users, and even tries to 
anticipate problems they might have and address them before they even become problems. 

The AERS Program Manager is also extremely committed to getting the new AERS II approved and 
operational, but as described elsewhere in this report, the IT Consolidation process within FDA has made it 
difficult for the AERS Program Manager in OPaSS to move forward on AERS II because he has the 
responsibility for effectively running the AERS Program, but does not have the funding authority needed 
to move forward on AERS II. 

Functionality 

The data from interviews and other data from this User’s Survey indicate that there has been some limited 
increase in functionality over the last 18 months, for example regular MedDRA upgrades and some limited 
data cleanup. But in other critical areas (data dictionary, data integrity, labeling issues, data retrieval, 
heuristic search capabilities, and the ability to do batch printing), the functionality of the AERS I system is 
about the same as it was 18 months ago. In fact, some people commented that they have been doing the 
work-arounds for the AERS I system for so long, that they have come to seem these tasks as a part of doing 
the job. This means that the actual time wasted on AERS I inefficiencies is probably much larger than the 
3/4 of an hour per day identified by users in this User’s Survey. 

Interviews and other data from this User’s Survey indicate, that if the AERS II system is substantially 
delayed, or does not receive the funding needed to go forward, resources must be dedicated to increasing 
the functionality of the AERS I system. This includes corrective action on the data dictionary, improving 
data quality and integrity, labeled versus unlabeled issues, data retrieval, heuristic search capabilities, 
ability to produce reports, ability to cut and paste, the ability to do batch printing, and the ability to 
download the data that appear on an AERS I screen into the Microsoft Office suite of products which 
would give Safety Evaluators the ability to perform expanded data analysis with tools such as Excel and 
Access. Many users who were interviewed expressed the concern that they might be disappointed with the 
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AERS II system’s level of functionality, much like they were disappointed with the loss of functionality 
that occurred when they migrates from the previous SRS to AERS I. 

User Support 

During the 2003 survey, there was an extremely high level of dissatisfaction with BAH and they are no longer the 
contractor for the AERS Program. Interviews and other data show that the current contractor (SAIC/PSI) is doing a 
great job. For example, they were very responsive during testing periods. Also, the new contractor has done a 
superior job in managing the MedDRA upgrades. The previous contractor took about 35-40 hours to perform a 
MedDRA upgrade and uploading it on the desktops of users was always problematic. SAIC/PSI takes 3-4 hours to 
do the same work and uploading is is automatic - point and click. Also the contractor will be uploading 6,000 
reports that will improve the ability of the Safety Evaluators in DMETS to do their job. The serious problem in 
terms of User Support with the lack of current documentation and training for existing or new Safety Evaluators has 
already been mentioned in the section that lists Observations. 
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Summary of Verbatim Comments 

The last 5 questions on the AERS User’s Satisfaction Survey were written questions. 21% of the people 
surveyed did not answer these questions. The unedited verbatim text from those who did respond can be 
found in Appendix C, where the responses have been categorized into the three areas of Functionality, 

User Support, and Program Management. In addition, we’ve sorted them into Categories within the three 
areas, namely the Drug Dictionary, Technology, and Training. This section summarizes the significant 
themes present in the responses. 

1. How many hours per day do you deal with AERS-related inefficiencies (for example, rework, work- 
arounds, timeliness, downtime, lack of functionality, inability to get user support etc.)? 

Responses ranged from zero to 4 hours per day. Of those who responded to the question, the average 
amount of time reported was 3/4 hour per day. For the 75 users polled in this survey, this translates to 
about $700,000 per year or a loss 6 FTEs worth of work time. 71 Some people commented in 
interviews that they have been doing the work-arounds for the AERS I system for so long, that they 
have come to seem these tasks as a part of doing the job. This means that the actual time wasted on 
AERS I inefficiencies is probably much larger than 3/4 of an hour per day. 

2. Describe three areas in which you personally observe these AERS-related inefficiencies occurring. 

With respect to the overall functionality of the system, significant themes regarding inefficiencies 
included: 

• Drug Dictionary - lack of a quality drug dictionary, with specific weaknesses in the area of 
CBER-regulated products 

• Data Quality /Integrity - inconsistent results in searches due to lack of data clean-up 

• Batch Printing 

• Reporting - see detailed comments for many difficulties reported in this area 

• System/Performance - system locking up and slow response time 

• Searching - limitations in custom searches 

With respect to user support, common themes were: 

• Lack of documentation 

• Lack of training 

• Too long to get problems resolved 

3. List the AERS system s top three strengths. 

With respect to the overall functionality of the system, significant themes regarding strengths included: 

• User Interface - easy to use 

• Reporting - ability to save reports, good list of “canned” reports 

• Overall Functionality - most extensive AE reporting system in world, timely availability of 
data in a desktop-accessible repository 

• Searches - ability to save search criteria 

• Data Quality/Integrity - despite data errors, data is pretty good 

• Technology - Ability to view images 

The program management for AERS was seen as another strength. 


7 ’ We assume the average fully-loaded salary of an FDA Safety Evaluator to be about $125,000 per year (2,000 
hours), which translates to $62.50 per hour or about $47 per 3/4 hour unit per day. This is about $9,400 per year per 
Safety Evaluator and about $700,000 per year tor the 75 users involved in this survey. This also translates to about 187 
hours of lost work time per Safety Evaluator per year (4.6 weeks) and about 14,062 lost work hours for the 75 users (7 
FTEs). 
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4. List the AERS system 's top three weaknesses. 

With respect to the overall functionality of the system, significant themes regarding weaknesses were 
similar to those of the inefficiencies, including: 

• Drug Dictionary — lack of a good Drug Dictionary 

• Data Quality/Integrity - lack of careful data entry, multiple entries for a drug name due to 
misspellings, duplicates, and other data quality issues 

• Searching - specialized/complex searches are difficult or not possible, need to be savvy to 
understand different search strategies, have to search by verbatim names, no generic 
ingredient search 

• Reporting - a variety of issues, as can be seen in the detailed comments 

With respect to User Support, the same issues surfaced as in the inefficiencies question: the lack of 
training, the lack of documentation and the long response time for fixing problems and adding 
features. 

5. How would the proposed AERS II system positively impact your ability to do your job? 

Of the 24 responses to this question, 1 1 of the responses fell into the category of “Don’t Know”, 
indicating a lack of knowledge in the organization about AERS II and what its capabilities are going to 
be. 

Significant themes in the remaining responses included: 

• Technology - web access, which will allow remote access to the system, and the ability “cut 
and paste” data into offline documents 

• Data Quality/Integrity - more timely access to higher quality data 

• Drug Dictionary - availability of an improved drug dictionary to decrease effort required for 
searches and improve search results 

• Searching - more powerful search capabilities 
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AERS Program 
Survey 



Diamond(red) = CBER; 6 Responded out of 1 1 Requested 
Triangte<blue) = DDRE; 15 Responded out of 36 Requested 
Square(green) = DMETS; 17 Responded out of 18 Requested 
Star(purple) = DSRCS; 3 Responded out of 5 Requested 
X(orange) = Office of Compliance; 2 Responded out of 3 Requested 
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Program Management 1 


1 .1 The Change Control Board 
(CCB) process has been 
functioning more effectively in the 
last 18 months. 


1 .2 Change Control Requests 
(CCR) are being processed at an 
appropriate rate. 


1.3 My representative on the CCB 
is responsive to my needs. 


1.4 My representative on the CCB 
gets back to me in a timely 
manner. 


1.5 The AERS Program Office is 
responsive to my needs. 



0% 10% 20% 30% 40% 50% 


80% 90% 100% 


■ Office Of Compliance BDSRCS ■ DMETS ■DDRE BCBER 
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Program Management 2 


1.6 The AERS Program Office gets 
back to me in a timely manner. 


1.7 The AERS Program Office is 
open to feedback on how it can 
improve its services. 


1.8 The AERS Program Office 
keeps me informed via articles in 
the ODS Monday Memo. 


1 .9 The AERS Program Office will 
take corrective action on issues 
identified by this assessment. 



0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100% 


■ Office Of Compliance BDSRCS ■ DMETS ■ DDRE ■ C BER 
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Functionality 1 


2.1 The functionality of the A6RS 
system is adequate to perform my 
job (analytic techniques, search 
algorithms, data-mining, etc.). 


2.2 The overall Functionality of the 
AERS system has improved in the 
last 18 months. 


2.3 New releases of AERS software 
fix problems that improve my ability 
to do my job. 


2.4 MedDRA upgrades are 
performed every 6 months so that 
FDA is up-to-date. 


2.5 MedDRA upgrades don't 
negatively impact my ability to do 
my job. 
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90% 100% 
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Functionality 2 


2.6 Improvements in data quality 
(data clean-up) have enhanced my 
ability to do my job. 


2.7 Improvements in data retrieval 
have enhanced my ability to do my 


2.8 Improvements in the Drug 
Dictionary have enhanced my 
ability to do my job. 


2.9 AERS data has become more 
accessible to the public in the last 
18 months. 



0% 10% 20% 30% 40% 50% 60% 70% 


90% 100% 
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User Support 1 


3.1 The AERS Help Desk 
(SAIC/PSI) is responsive to my 
needs. 


3.2 The AERS Help Desk gets back 
to me in a timely manner. 


3.3 The AERS Help Desk 
successfully resolves my problems. 


3.4 The AERS Help Desk creates a 
CCR when I report a problem. 


3.5 The AERS Help Oesk gives me 
the CCR number so I can track its 
status. 


0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100% 

■ Office Of Compliance BDSRCS ■DMETS ■ DDRE ■ CBER 
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User Support 2 


3.6 The AERS Help Desk is open to 
feedback on how it can improve its 
services. 


3.7 The current contractor 
(SAIC/PSI) is more responsive than 
the previous contractor. 


3.6 Users (existing and new) 
receive the training they need to 
use the AERS system effectively. 


3.9 Users have the documentation 
and manuals they need to use the 
AERS system effectively. 



0% 10% 20% 30% 40% 50% 60% 70% 


90% 100% 
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APPENDIX A 

AERS User’s Satisfaction Survey Questions 


This questionnaire is designed to collect information about the operation of the AERS Program from the 
perspective of a user. Read all questions carefully and give the most accurate and honest response you can, 
based on your personal knowledge of: 

The functionality of AERS system. 

The performance of the AERS Program Office, e.g. Charles Stone, and 
The performance of the AERS Help Desk, e.g. SAIC/PSI. 

There are 27 radio button questions and five open ended questions. Remember that answering “Don’t Know/No 
Opinion” is as valid an answer as any of the other choices are. Since the questionnaire is asking for your 
personal knowledge about the three bullets listed above, if you have second hand knowledge or no knowledge 
at all, then your answer should be “Don’t Know/No Opinion.” 

Mark your answers by moving your cursor to the radio button associated with your response, “click” the mouse 
and a bullet will appear. If you change your mind, click a new choice and your original selection will 
automatically be removed. 

If you save this file while taking the survey your answers will be saved. You can resume taking the survey at a 
later time by opening the saved file and continuing. 

After you have completed the survey, save your results to your computer. Attach the saved file to an e-mail and 
send it to elinbcg@aol.com. 

If you have any questions, please contact Elin Larson with the Breckenridge Consulting Group at 719-836- 
9797 ext. 3 or elinbcg@aol.com. 


Your Answers are Confidential 

In accordance with Public Law 93-579 (Privacy Act of 1974) providing personal information is completely 
voluntary. Collection of this information has been authorized by Sections 1302, 3301, and 3304 of Title 5 US 
Code. Your answers are COMPLETELY CONFIDENTIAL. Completed surveys are sent directly to the 
Breckenridge Consulting Group Inc. for analysis. No one in FDA will have access to your individual responses. 
Your individual responses will be compiled and summarized with the responses of other participants into an 
overall summary report, so no one will be able to identify your individual answers. 

Program Management 

• 1.1 - The Change Control Board (CCB) process has been functioning more effectively in the last 1 8 
months. 

• 1.2 - Change Control Requests (CCR) are being processed at an appropriate rate. 

• 1.3- My representative on the CCB is responsive to my needs. 

• 1.4- My representative on the CCB gets back to me in a timely manner. 

• 1.5 - The AERS Program Office is responsive to my needs. 

• 1.6- The AERS Program Office gets back to me in a timely manner. 

• 1.7- The AERS Program Office is open to feedback on how it can improve its services. 

• 1.8 - The AERS Program Office keeps me informed via articles in the ODS Monday Memo. 

• 1.9- The AERS Program Office will take corrective action on issues identified by this assessment. 


Functionality 
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• 2.1- The functionality of the AERS system is adequate to perform my job (analytic techniques, 
search algorithms, data-mining, etc.). 

• 2.2 - The overall functionality of the AERS system has improved in the last 1 8 months. 

• 2.3 - New releases of AERS software fix problems that improve my ability to do my job. 

• 2.4 - MedDRA upgrades are performed every 6 months so that FDA is up to date 

• 2.5 - MedDRA upgrades don’t negatively impact my ability to do my job. 

• 2.6 - Improvements in data quality (data clean-up) have enhanced my ability to do my job. 

• 2.7 - Improvements in data retrieval have enhanced my ability to do my job. 

• 2.8 - Improvements in the Drug Dictionary have enhanced my ability to do my job. 

• 2.9 - AERS data has become more accessible to the public in the last 1 8 months. 

■ User’s Support 

• 3.1 - The AERS Help Desk (SAIC/PSI) is responsive to my needs. 

• 3.2 - The AERS Help Desk gets back to me in a timely manner. 

• 3.3 - The AERS Help Desk successfully resolves problems I contact them about. 

• 3.4 - The AERS Help Desk creates a CCR when I report a problem. 

• 3.5 - The AERS Help Desk gives me the CCR number so I can track its status. 

• 3.6 — The AERS Help Desk is open to feedback on how it can improve its services. 

• 3.7 - The current contractor (SAIC/PSI) is more responsive than the previous contractor. 

• 3.8 - Users (existing and new) receive the training they need to use the AERS system effectively. 

• 3.9 - Users have the documentation and manuals they need to use the AERS system effectively. 

Written Questions 

How many hours per day do you waste on AERS-related inefficiencies (for example, rework, work-arounds, 
timeliness, downtime, lack of functionality, inability to get user support etc.)? 

Describe three areas in which you personally observe these AERS-related inefficiencies occurring. 

list the AERS system 's top three strengths. 

List the AERS system s top three weaknesses. 

How would the proposed AERS II system positively impact your ability to do your job? 
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APPENDIX B 
Interviews Conducted 


The Breckenridge Consulting Group conducted fourteen interviews to gather more detailed information on the 
Program Management, Functionality, and User Support dimensions of the AERS Program. These interviews were 
conducted on-site at FDA’s Parkiawn Building on May 24-25, 2005 and by phone on June 1-2, 2005. The following 
list of people were interviewed: 

• Charlie Stone 

• Paul Seligman 

• Ralph Lillie 

• Marilyn Pitts 

• Andrea Feight 

• Carol Holquist 

• Ann Mackey (Corken) 

• Denise Toyer 

• Lynette Swartz 

• Martin Pollock 

• John Quinn 

• Anne Gaines 

• Miles Braun 

• Lise Stevens 
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APPENDIX C 
Unedited 

Verbatim Comments 


AERS Inefficiencies 

“ Describe three areas in which you personally observe these AERS-related inefficiencies occurring. ” 


Area 

Cat eg on 

Specific Comments 

Functionality 

Drug Dictionary 

Lack of drug dictionary (requires entering verbatim trade and active ingredients) 

Too many names in the drug dictionary due to typos 

Drug dictionary and the ability to properly capture CBER-regulated products 

Drug name searches 

Drug Dictionary 

Biological products in drug dictionary are incompletely supported. 

Poor Drug Dictionary work-around: Inconsistent coding of the fields "Trade Name" and 
"Active Ingredient", especially for Biologies (I am in CBER), force users to spend hours 
creating an extensive "drug fist" for each product. These lists are created using as many 
variations as the user can think of (spelling, nicknames, generic names, trade names, common 
names, etc.) so they are obviously not entirelv scientific and not even these are comprehensive. 


Data Quality 
And Integrity 

Data clean-up, which should be performed routinely but is not (e.g., MFR cases that should 
have been merged but were not, suspect products that have not been validated). 

Resolution of data discrepancies in different canned searches (e.g., differing # of cases retrieved 
depending on which canned program is run, especially when using identical search criteria). 
Inconsistency in retrieval of AERS cases 

Some of the things we find out later (date of birth calculation errors, etc) make one lose a lot of 
faith in the system. 

Data dictionary and data clean up problems take years to correct 

Inconsistency in data counts 

Get different counts on cases series depending upon when you search 


Batch Printing 

Batchprinting used to be a problem, but it is much improved. 

Batch print 

Batch printing nonimaged reports 

Batch printing e-sub reports 

Having to reprint reports due to the AERS printer not functioning 

Batch printing. 

Printing reports via batch. 

Printing of the same ISR twice when sending to batch print 

Printing issues with e-subs 


Reporting 

Mismatch of total report numbers with a total number of gender or age columns for the same 
run. They do not always add up to the total number of reports. 

Inability to directly query requires running individual canned reports that do not supply the 
appropriate data and then trying to manually piece together bits of data. 

Multiple runs to cover all means of capturing all cases for a particular drug and particular AE(s) 
or set of MedDRA terms. 

Downloading to Excel using AERS DataMart. 

Recurrent need to re-evaluate duplicate/multiple reports each time case-series need updating 

No easy way to update a case series hecause of the latency (timeliness) in entering periodic 
reports. 

When updating follow-up reports to create the best rep, need to maintain the first report date for 
other further analysis. 

Inability to create custom reports 

Inability to retrieve canned reports on saved searches 

Inaccurate counting of reports 

Finding correct reports - drug, drug qualities, reactions 

Delay in reports getting in to the system 


Searching 

Inability to do customized searches from text 

Data retrieval, data searching, standard report discrepancies, and other new areas of searching 
that have not been previously identified 

Manual, offline case analysis (e.g., Excel spreadsheet) because AERS can't run searches needed 
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to answer seemingly routine postmarketing surveillance questions. 

Inability to conduct more specific searches accurately (e.g. unable to retrieve single ingredient 
only reports or combination onlv reports) 


System 

Performance 

Running a query and the system locks up 

Locked out of database, significant time to get back in 

AERS down 

Screen freezes... need to re- boot 

Printing or Previewing Standard Reports takes a long time - don't know if the function is frozen 
or if it’s just taking a long time so you end up repeating it and then come to find out that it's just 
taking a long time (need an hour glass to let us know it's ’’working on it" rather than something 
is wrong). 

FOI request - slow response time and printing 

The slow retrieval appears to slow down the overall performance and speed of other 
applications on my computer. 

Timeliness of search results and the inability to predict when they w ill be completed 

Timeliness: AERs searching is so slow that it often ties up even the fastest computers. Our 
CBAERs contractor tell us that he has identified many optimization problems that have been 
remedied in CBAERs, making CBAERs queries much faster. 


Technology 

Since AERS is not web based, have to use a coworker's computer if there are program file 
problems with my computer. 


Upgrades 

Losing functionalities when AERS is updated 

QC/audit of individual saved MedDRA reaction lists following MedDRA upgrades, instead of 
that having that been performed as part of MedDRA upgrades. 


Inbox 

Scrolling down to the bottom of my Inbox and the entire Inbox jumps up to the top of the 
screen. 

Functionality of inbox is abysmal. 

DMETS has to print all of the medication error reports since the SEs don't have inboxes 


Functionality 

Missing 

Can't get the data 1 want out of AERS because CCBs not implemented. 

Case Linking 

CBER drugs with PLA/STN Number possibilities 

We use CBAERS extensively at CBER for access to AERS data in ways that AERS software 
does not support and for faster response time. 

Analysis work-around: There is no way to create a case series in AERs than can be saved and 
imported into another data format for analysis. In CBER, we use CBAERs to conduct detailed 
queries of AERs data, then use business objects dow nload these case series into excel (or any 
other format) for statistical analyses. CBAERs is excellent- its much faster than AERS, and the 
contractor is able to continually customize the data retrieval options per our exact needs. At out 
request, CBAERs has added a field for "Date that first 1SR was received by FDA" which more 
closely approximates event date and has the ability to search the narrative for specific words or 
text strings, and many other enhancements. 

User Suppor 

Documentation 

No user documentation/manuals, need to ask help from other users 

Very little system documentation seems to exist 


Training 

Training references, course offerings 

Users generally receive no formal training in AERS 


Other 

Too long to get AERS problems solved 

Workarounds to problems that have never been addressed 

The development cycle to fix problems and add enhancements is also much faster with 

CBAERS than with AERS. 

Program 

Managemen 

Other 

Continue to invest CBER IT resources to support a CBER AERS datamart 


AERS Strengths 

“List the AERS system’s top three strengths. ” 


Area 

Category 

Specific Comments 

Functionality 

User Interface 

User friendly 

Easy to use 

Fairly easy to use. 

Autocode very helpful. 

Ability to retrieve adverse event reports and/or reports associated with drug x without learning a 
programming language (No documentation available however) 
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Screens are easy to read 

Friendly, point and click 

If trained appropriately, it's easy to use 


Reporting 

Good for quick counts 

Ability to save query 

Ability to save case series 

Stores electronic reports 

Moderate capability to retrieve information 

Reasonably comprehensive list of "canned programs." 

Cases are generally easily retrieved. 

Report Generation 

Saving files 


System 

Performance 

Speed (most of the time) 

Mostly quick retrieval of results 

Speed 


Drug Dictionary 

Update of the MedDra dictionary 

PSI coding superior to sponsor coding 


Functionality 

Overall 

Good repository system 

Allow for electronic search of large database 

Volume of data 

Most extensive AE reporting system in the world. 

Computerized. 

Timely availability for serious, non-label adverse event retrieval 

One of the worlds largest systems for Adverse event data 

Shares data with the WHO and with researchers who take the time to create a database out of 
ascii download data 

150,000 reports entered per year/ data from 1969 that was reported to FDA 

Overall, it is impressive given the complexity of the system and number of reports 

Generally supports the mission of the group 

Electronic central repository 

Desktop access 

Addition of indications field (previously not entered under the SRS) 

Reviewer specific drug lists: ability to create and save product lists and reaction lists are critical 
for our work. Retrieving these by name fo the list of by reviewer is also helpful. 


Searches 

Good for simple searches. 

Flexible search strategies (vs SRS) 

Saved Searches 

Saved Search Criteria 

Searchable 


Other 

BAH is GONE! 


Data Quality 
And Integrity 

Attempts to combine duplicates 

Some ability to identify multiple (updated) reports from a single reporter 

Great data 

Although we don't get all of the cases because of possible miscoding, it gives us a pretty good 
idea of the number of cases we have. 

MedDRA Coding 

Accuracy 


Technology 

Ability to create pdfs of AERS reports & ISRs. This has gotten faster, more reliable. 

Ability to view images easily. 

Oracle based system 

Electronic Submissions 

Images: the ability to retrieve complete and clear images of the original reports is critical for 
our events (which usually occur in small but important numbers). 


Inbox 

Interaction: Here at CBER, we recently discovered that each reviewer could examine other 
reviewers inboxes, helping us to cover products while folks are away on vacation, etc. 

User Suppor 
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Program 

Managemen 

Other 

Responsiveness of new program staff (Charlie & Tim) 

Program/project management 


AERS Weaknesses 

“List the AERS system ’s top three weaknesses. ” 


Area 

Category 

Specific Comments 

Functionalit 

Drug Dictionary 

Lack of "drug dictionary." 

No drug dictionary 

Drug Dictionary 

Needs a good Drug Name dictionary so we don't have to check trade & ingredient names nor 
each multiple ingredient drug name. 

Drug name dictionary makes drug retrieval questionable especially when you start searching at 
the ingredient level 

Accurate and adequate drug dictionary 

No drug dictionary or manufacturer reference 

Drug dictionary issues with combination products 

Drug and Company Dictionary 

The drug dictionary is unreliable. Coders need better rules for exactly how to classify a report 
based on the verbatim entry for product name. There should be exact specifications for what to 
put into "trade name" and active ing.". Further, training on what these coding rules are should 
be provided to the safety evaluators. Input for these rules should be provided by the safety 
evaluators responsible for each product; that should include the safety evaluators for biologies 
in CBER! 


Data Quality 
And Integrity 

Duplicates 

Archaic data retrieval system (may be due to data entry)- unsure if you have captured all cases 
Fear that data retrieval is not duplicable 

Data integrity 

Lack of consistency between # of cases retrieved with different canned programs, even when 
using the same search criteria 

Data entry emphasis is on speed, not quality, and correction of data is discouraged. 

Difficult to determine duplicates electronically 

Doplicate/multiple reports for one case and no routine way to identify matches other than 
manually reviewing images each time the case series needs to be evaluated particularly those 
sent by different reporters. 

Non-transparent rules about what gets into AERS and what does not get into AERS. 

Concern that I do not have all the cases because of a lack of data entry standards (leaking 
blanks, extra comma, misspellings etc.) 

Misspellings in drug names 

Multiple entries for same drug because of misspellings 

Only Japan and US code at the PT level. We need to code at the drug level like everybody 
else. 

Drug dictionary is scary - someone needs to clean up the typos and custom names. I don't know 
if I am getting all the case reports... 

CBER drug tracking 


Batch Printing 

Printing out cases is a hassle. There are always glitches with printing, takes time to make sure 
you have all the cases. We used to have all reports printed out (via microfilm of course) by a 
technician. Now, SEs and Epis are spending a lot of time gathering up reports before starting a 
review and there are ALWAYS batch printing glitches. 

Needs to be connected to a high speed printer. 


Reporting 

You can never be sure if you captured all reports 

Report number changes if you repeat the same search another day with same criteria 

Cannot link reports 

Inability to print out microfiched reports 

Wastes LOTS of paper on Standard Reports 

Lack of ability to directly query data 

Sometimes difficult to eliminate unwanted reports, requiring excess "weeding" through reports 
Data Mining: To my knowledge there is no capability to directly compare the degree of 
adverse event reporting from anv particular product with the reporting for other products within 
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a class or all products. 


Searching 

One needs to be quite savvy with different search strategies i.e., search under NDA numbers, 
fuzzy search and how one should select drug names 

Can not search within a search (data limiting) 

Can not merge hitlist 

Inability to allow word search 

Returning searches 

Inability to modify programs/search results (e.g., can’t easily restrict search results to specific 
subset of cases; therefore, summary statistics for subsets of cases need to be calculated 
manually or maintained in separate Word/Excel documents 

Saved case series is very hard to use. No way to subdivide into folders, etc, so end up with 
dozens of searches mixed up together. 

No generic ingredient search capability 

You have to enter in verbatim names 

Difficult to do specialized searches 

Unable to perform complex searches 


System 

Performance 

Difficulty with being locked out when searching for reports 

Can be very slow. 

Slow at times 

System stalls and becomes unresponsive at times 


Technology 

Unable to download directly from AERS into Excel. 

Lack of transportability to other platforms (Excel) for data manipulation. 

Didn't find functionality that allows me to export data into excel spreadsheet 


Inbox 

Inbox format is awful, very user-unfriendly. Great for data processing, and getting reports into 
electronic database. TERRIBLE for real humans to use as their primary way to read Serious 
ADRs. 

Reports go to one Inbox 


Functionality 

Missing 

Inability to single out dosage forms as product characteristic 

Inability to capture data from text 

No standard data fields 

Lack of data field identification and mapping 

Can’t export custom reports (e.g. create reports with an ability to sort by SOC, HLGT, etc.) 

Can't export narratives to do searches for text strings 

No trend analysis or data mining module 

Limits on the ability to "Select All" when products are listed. 


Other 

Timeliness of data entry for periodic reports. 

Complicated data architecture/structure 

MedDRA browser function is not easy to use nor is the whole system user friendly 

Down Sampling of Electronic Submissions 

User 

Support 

Documentation 

Lack of documentation 


Training 

Lack of proper training 

Lack of user training 

If there is an online or similarly accessible training program for AERS, I have never heard of it. 
TRAINING!: We never received any. (Except informally from other safety evaluators. But 
there are so few AERs users in CBER that's not an effective way of learning.) . I've been here 6 
months and learned how to do a risk assessor summary last week. I've seen my inbox but I’m 
not really sure how to use it. I can retrieve cases and do queries but I have no idea how to save 
data or do analysis in AERs (I think it can actually do these things). I'm still not sure how to 
merge files. I learned how the database was set up by using CBAERs (trade name, activ 
ingredient, verbatim, drug lists, etc.). I’m not sure I ever would have figured it out otherwise. 


Other 

Glacial movement of CCB resolution 

Exceedingly lengthy development cycle to fix prohfems and add features 

Exceedingly costly development, so that many originally designed features were omitted, and 
refinements often seem too expensive to warrant addition now 
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AERS II 

“How would the proposed AERS II system positively impact your ability to do your job?” 


Area 

Category 

Specific Comments 

Functionalit 

Don’t Know 

I have not assessed AERS II yet. 

I am unfamiliar with AERS II 

I'm not sure. I’ll have to evaluate it when it comes out. 

I don't know anything about the AERS II system 

I don’t know the details of the proposed AERS II system. 

Don't know. 

1 don’t know. 

Do not know 

I don’t know enough about it yet. 

Not Sure 

We have not had any formal training on the capabilities of AERs II, or personal input into its 
development, so 1 cannot say. (Of course, we never had any training on the current AERs 
svstem either). 


Data Quality 

And Integrity 

Access to all reported records sooner 

Ability of the system to standardized data entry and correct misspellings, leading/trailing 
blanks at time of entry so that we can feel more assured of retrieving all records in a series. 
Ability to identify duplicate ISRs 


Drug Dictionary 

Inclusion of "drug dictionary." 

Standardize drug queries with the use of a drug dictionary to be assured of retrieving all 
mentions of the drug being reviewed. 

Improved drug dictionary will decrease the level of effort required to build custom drug lists 
for CBER product queries 

Control of the drug dictionary 


Reporting 

Add long-needed reports and functionalities. 


Searching 

Ability to run searches tailored to specific post-marketing surveillance needs. 

Ability to define or otherwise specify data fields, search requirements, search output, and so 
forth. 

100% make post-marketing searches easier to conduct, review, etc 

Searching capabilities enhanced 


COTS 

Hard to say what AERS II will be. I think the strong economics of COTS will push them in 
that direction. I think the initial cost of the system will be very reasonable but EDA will not 
own source code and cannot dictate changes in a COTS product. 

In the past we were frustrated by not having the people to do data clean up projects, new types 
of reports etc. I think we will end up moving to COTS but in this case the program providers 
will say things like 

"our users feel the current data structure is ok. and so our the reports so we have no plans 
to implement the change FDA has suggested." 

"Some of our users have suggested the change that FDA put forward, we might move in 
this direction in a couple years, we will see” 


Technology 

Ability to "cut and paste” DRUGLISTS and REACTIONLISTS from database into offline 
documents. 

Web access from anywhere (office, home, etc.). 

Web access will allow off-site work 

Web Based Product to be accessed remotely 

Ability to share redacted data on the web 


System 

Performance 

Improved system/data architecture will make it easier to perform system maintenance or 
implement new functionality without negatively affecting other parts of the system 


Functionality 

Improved FOI module will reduce the time required to produce FOI listings 

AERS II is just a name; there needs to be medically intelligent data capture and intelligent 
product and manufacturer subsystems integrated in any newer system 

Improve efficiency 


Other 

Improve on the current AERS system with lessons learned. 

I think as the number of reports that FDA gets increases through legislation that mandates 
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reporting, the old way of reviewers with mailboxes and the reading of individual reports 
will become unworkable and they will need to start looking at data mining as a way to 
review ever larger data. This may be ok for industry where they get only a relatively small 
number of reports each. It may not work for FDA. 

I think AERS data will always be an important tool in initial signal detection but as we look 
more and more at the long term impact of drugs other data sources that we buy (IMS, CMS, 
etc) we will use AERS more and more for signal detection and other data bases for regulatory 
decision making 

User Suppor 

Documentation 



Training 



Other 

include solutions to longstanding CCBs. 

Program 

Managemen 

Other 

If it integrates the positive elements of AERS along with those of CBAERS, including 
expedited turnaround time for fixes and enhancements, it could improve efficiency by 
allowing us to concentrate on a single system, instead of having to leam and use and maintain 
two in parallel. 
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APPENDIX D 
Initial Observations 
for Improvement 


An initial set of interviews was conducted by BCG on March 1 1 and 12, 2003, with about 25 people being 
interviewed from ODS, DSRCS, DMETS, CBER, DDRE, OB, CDER OIT, CDER OIM. We used the then 
current version of the CDER OIT/OIM Strategic Plan (February 2003), as a guide for what the FDA 
needed from the AERS system. The interviews resulted in Initial Observations for Improvement that 
helped focus the ODP process. The complete list of these observations is listed below. 

Observation 1-2003 (Description and Purpose) 

This project is not strictly speaking a "strategic planning" effort because strategic planning assumes that 
there is an organization that is doing the planning. The organizational flux of OIT, OIM, a temporary home 
for the AERS system in OPSS, and the move to its eventual home in OIM is more like a business process 
reengineering project (BPR) combined with a strategic planning effort. I tried to take all of this in mind 
when laying out Organizational Design and Planning Process (ODP). 

Observation 2-2003 (Project Management) 

The management oversight of the BA contract has been frustrating to OIT and users alike. This needs to be 
corrected through the planning process. OIT is taking many positive steps to do what can be done now by 
moving the BA people on site so they will be more accountable and OIT can download information that 
BA now has sole possession of. They are also having Oracle come in and back-engineer the existing AERS 
system to get as much documentation as is possible. The consensus of the people I talked to was that the 
structure of the BA contract, the CCB, and the CCR systems all need to be reengineered. 

Observation 3-2003 ( Communication ) 

As is so often the case, the IT people and the users have different professional paradigms and talk past each 
other. Although the OIM plans to hire business analysts to "mediate" between these groups, this is a 
function that has been and continues to be missing, complicating communications. I developed the 
proposal using: a) typical team building, and consensus building techniques that will be familiar to non-IT 
people, and b) The CASE Method: Tasks and Deliverables text by Richard Barker, published by Oracle. 
This is a standard text that IT people use to plan and implement large data systems. 

Observation 4-2003 (Poor System Design) 

The brief technical discussions that I had seemed to indicate that the Oracle back-end of AERS was not 
designed properly and would not be a suitable foundation for a future system (e.g. the data are not 
normalized, many data tables were designed using embedded information which limits data flexibility, etc). 
This probably eliminates the possibility of just putting a new front end on the existing AERS system to 
increase functionality, but one of the initial tasks in the proposal would be for an OIT/OIM working group 
to determine this to first order. A formal alternative analysis is part of the proposal. Interviews indicated 
that what could have been a well-designed relational database, became a kind of two-dimensional flat file 
system that produces lists of information but lacks even the analytical capabilities of an Excel spread sheet. 
While things like the Data Mart, CBEAR, etc have been able to increase analytical capabilities on a user- 
group, by user-group basis, and while the data-mining project appears to be a more complete solution, 
these are expensive and time consuming work-arounds that would probably not be necessary with a well- 
designed system. 

Observation 5-2003 (Lack of Documentation and Training) 

The difficulties of back-engineering the AERS system because of a lack of documentation, pale in the light 
of trying to reconstruct the history of what the original specifications and system functionality were and 
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developing up-to-date user documentation and training. This is important because it defines a) what 
functionality was not delivered by BA that was promised, from b) "functionality creep" where users want 
more and more bells and whistles after the fact - beyond the scope of the original system. The 
documentation on how to use the system that does exist is badly out of date and currently there is no formal 
training on how to use the system. 

Observation 6-2003 ( Electronic Submissions) 

Electronic submissions will increasingly become a serious problem (especially given the requirement in the 
recent rulemaking). Interviews suggest that the main problem with increasing the number of electronic 
submission from its current rate of about 25% is on FDA’s end. If everyone went to electronic submissions 
tomorrow (let’s say as a result of rule making), the IT structure at the agency could not handle it because of 
limitations of the data lines into the central IT structure (mainly due to attachments). Interviews also 
indicated that this limiting aperture could be eliminated with about a S200K upgrade to FDA systems. Of 
the $8M per year spent on AERS, about $6M goes to data input. One approach might be to invest the 
S200K, encourage electronic input to radically reduce the amount of data input need, then leverage the 
$6M by using it to pay for the design and construction of a new system. 

Observation 7-2003 (AERS Ownership) 

Ownership of the AERS system is a problem. If everyone is responsible, then no one is responsible. My 
proposal addresses this. 

Observation 8-2003 (AERS Activity) 

Estimates of the "usability" of the system range from 60-90% depending on who was asked. What seemed 
clear was that the system is useable, but there are multiple work-arounds that users must do in order to 
make it usable (cleaning up data, depending on their memory and knowledge for heuristics and analysis, 
etc). Given this level of usability, all revisions might be frozen, and this time and energy could be invested 
in the ODP process and looking toward a new system. 

Observation 9-2003 (IT Consolidation) 

The role of the IT consolidation effort within FDA needs to be taken into consideration regardless of 
whatever path is taken, especially if this results in a 3-5 year strategic plan. The centralization of IT/IM 
resources and line management responsibility to the CIO must be factored into any future AERS system. 

Observation 10-2003 (System Interfaces) 

The possibility of interfacing with other systems inside the FDA (Drug Quality Reporting System, Clinical 
Trials system), and outside the FDA (AHRQ safety net, etc) needs to be seriously considered. 

Observation 11-2003 (Identify All Users) 

All users’ needs and requirements must be taken into account including, safety evaluators in OPSS, 
biologies, medical errors, epidemiologists, compliance people, FOI, and the 15 Review Divisions. The 
consensus on system requirements must be part of the written documentation of the next AERS system so 
that the baseline of functionality and user requirements can be teased apart from, the normal course of 
functionality creep of systems of this size. 
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Question. Please provide a breakdown of all expenditures on AERS II since incep- 
tion. 

Answer. Approximately $1,405,000 has been spent on the Adverse Events Report- 
ing System II, or AERS II, project since its inception and the breakdown of expendi- 
tures is: development of high level requirements, $140,000; system requirements 
specification, $315,542; contract support, $54,558; development contract support, 
$578, 000; and program management support, $219,996; Organizational Design and 
Planning work, $10,000; and Independent Verification and Validation work, 
$97,340. 

Question. Please discuss any and all actions FDA is taking in response to this re- 
port. 

Answer. The Breckenridge report made three recommendations. The first two rec- 
ommendations allude to problems with organizational culture which are being ad- 
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dressed on a higher, more inclusive level than the cultural problems related to this 
particular report. FDA and CDER recognize the need to improve our culture, and 
we are addressing the issues raised on that topic by the Institute of Medicine, or 
IOM, Drug Safety Report. I refer you to the FDA response to the IOM Drug Safety 
report at http://www.fda.gov/oc/reports/iom013007.html for more details. 

The third recommendation suggests FDA begin the process of acquiring a replace- 
ment for Adverse Events Reporting System I, or AERS I, immediately. Despite alle- 
gations in the Breckenridge report that we differ with, AERS II development has 
continued to move ahead, and a timeline has been developed with initial operations 
projected for fiscal year 2008. Materials such as the requirements mapping associ- 
ated with the Breckenridge report are being used in developing AERS II, in addition 
to other requirements documents that are already available. 

USER FEES 

Question. Please provide us with a brief update on the reauthorization of both the 
Prescription Drug and Medical Device User Fee Acts. What is status of MDUFMA 
negotiations? 

Answer. On March 23, 2007, the Secretary transmitted to key House and Senate 
authorizing committees the HHS/FDA recommendations for changes to the statute 
and to the performance commitment letter for the Prescription Drug User Fee Act 
IV, or PDUFA IV. These recommendations reflected the results of FDA’s discussions 
with the pharmaceutical and biotechnology industry, which concluded in November 
2006, and further revisions to the commitment letter based on public input received 
in response to the January 16, 2007 Federal Register R notice publishing FDA’s pro- 
posed recommendations, and received at the PDUFA IV public meeting FDA held 
on February 16, 2007. FDA’s recommended changes to the statute and commitment 
letter are currently being reviewed by the Senate Health, Education, Labor and 
Pensions, or HELP, Committee staff and House Energy and Commerce Committee 
staff. 

FDA and the medical device industry have been discussing legislative rec- 
ommendations for the Medical Devices User Fee and Modernization Act, or 
MDUFMA, reauthorization since the fall of 2005. Almost all issues of interest to 
FDA and to industry have been resolved. We are working to resolve the outstanding 
issues very quickly. 

Question. How will you work to ensure that any “triggers” included in these pieces 
of legislation are continually, and fully, funded in your budget request? 

Answer. We will work to ensure that the Agency’s annual budget enables FDA 
to meet the performance goals it has committed to under PDUFA IV and MDUFMA 

II. 


PROPOSED USER FEES 

Question. The budget includes new proposed mandatory user fees for reinspection 
costs and for export certification, which if enacted, would bring in an additional $27 
million to FDA. Please explain the need for these user fees. 

Answer. FDA is re-proposing from fiscal year 2007 two user fees that would fund 
activities currently supported by budget authority dollars. The proposed user fees 
for Reinspections and Food and Animal Feed Export Certification are mandatory 
user fees. These fees will replace budget authority in FDA’s budget. In fiscal year 
2008, if Congress enacts these user fees, any fees collected for these two proposed 
user fees will result in an equal transfer of budget authority back to the U.S. treas- 
ury. In fiscal year 2009 FDA will not need any budget authority resources for these 
activities if Congress enacts the user fees. 

When a company fails an FDA inspection, we are asking Congress to impose the 
cost of conducting follow-up inspections on the company. When we find a violation, 
FDA typically conducts a follow-up inspection to ensure that the problem is cor- 
rected. Currently, if companies fail to comply with FDA standards, then FDA must 
shift resources from other public health activities to reinspect the company and con- 
firm they have corrected the problem. What we recommend is that the company 
pays the cost of follow-up inspections when FDA finds health or safety violations. 
It is important for companies to ensure the safety of products before the products 
reach consumers and this user fee provides an additional incentive for companies 
to meet FDA safety standards. 

In the case of food export certificates, we are asking Congress to impose the cost 
of preparing export certificates, required by foreign governments, on the companies 
that export products. Currently, FDA charges exporters for certificates in all other 
FDA product areas except foods for this service. As with the reinspection user fee 
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proposal, we recommend that the company benefiting from this service pay for this 
service. 

Question. If these user fees were enacted, would there be a subsequent decrease 
in discretionary budget authority needs? 

Answer. Yes, there would be a subsequent decrease in discretionary budget au- 
thority needs if the user fees are enacted. However, the current proposals are struc- 
tured in such a way that budget authority of $27 million is initially requested by 
FDA at the beginning of fiscal year 2008 to continue these activities in case the user 
fee proposals are not enacted in a timely fashion. If the user fee proposals are en- 
acted and become fully operational in fiscal year 2008, the collection of these user 
fees will result in decreases of equal amounts in discretionary budget authority that 
will be returned to the Treasury. If enacted, no budget authority resources will be 
needed for these activities in fiscal year 2009, as they will be fully funded by user 
fees. 

Question. How would the additional revenue be used at FDA? Is this reflected in 
the budget? 

Answer. Revenue will not be used to fund new activities at FDA. The purpose of 
the user fee proposals is to charge industry FDA’s current costs for reinspections 
and issuance of food export certificates. In FDA’s budget request, $27 million is ini- 
tially requested at the beginning of fiscal year 2008 to continue these activities in 
case the user fee proposals are not enacted in a timely fashion. If the user fee pro- 
posals are enacted and become fully operational in fiscal year 2008, the collection 
of these user fees will result in decreases of equal amounts in discretionary budget 
authority that will be returned to the Treasury. If enacted, no budget authority re- 
sources will be needed for these activities in fiscal year 2009, as they will be fully 
funded by user fees. 


PAY COSTS 

Question. Will the funding requested for pay costs meet the actual need for pay 
and benefit increases at FDA in fiscal year 2008? Part of the reason there was such 
a hole that had to be filled in the Joint Resolution was because for several years, 
FDA has had to cut into program funding to fully fund their pay and rent costs. 
We would like to prevent finding ourselves in a similar situation 5 years from now. 

Answer. The funding requested for the pay costs in fiscal year 2008 cover the 
mandatory government-wide annualized pay raise of 2.8 percent. 

RENT 

Question. The President’s budget includes an increase of nearly $30 million for 
Rent and Rent-related costs. It is a breathtaking amount, and it is interesting to 
note that the increase requested for rent alone is more than the requested increases 
for drug safety, food safety and medical device safety combined. Further, if the rent 
costs aren’t accurate in the budget, as has happened in the past, increased rental 
needs have to come out of FDA program activities. How does the FDA rent costs 
compare to other Federal agencies of the same size? What actions have you taken 
to try to decrease these costs? 

Answer. The President’s budget includes a substantial increase for Rent-related 
costs due to the new White Oak facility and higher costs for essential services, such 
as utilities, security and service contracts to operate and maintain FDA’s facilities. 
FDA is not privy to other Federal agencies’ rent costs. GSA sets rental rates for all 
of its Federal tenant agencies as a pass-through of the underlying GSA lease con- 
tract rent for their leased facilities, and by appraisal based on comparable prop- 
erties for GSA-owned facilities. Rent is charged per square foot occupied. Aside from 
the White Oak consolidation of headquarters locations, FDA has made considerable 
efforts in the past several years to consolidate, reduce space, or close existing offices. 
For example, the Office of Criminal Investigations recently co-located its Metropoli- 
tan Washington Field Office in Laurel, MD, and its Special Prosecution Task Force 
in Beltsville, MD, saving over $50,000 in annual rent costs. Additionally, the Office 
of Regulatory Affairs (ORA) closed seven resident posts in fiscal year 2006, saving 
the Agency $150,000 annually in GSA rent. We have notified GSA that we will be 
closing five additional offices in the coming months. Finally, ORA has developed a 
comprehensive proposal to centralize laboratory management. ORA plans to consoli- 
date staff, equipment, and other resources from ORA’s 13 laboratories into six exist- 
ing laboratories located across the country. Seven lab facilities will be closed and 
returned to GSA. If approved as currently planned, these closures will save the 
Agency almost $5 million in annual GSA rent. 

Question. When can we expect to see decreases in these rent costs, as White Oak 
continues to be occupied? 
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Answer. Consolidation of the FDA in the field and at headquarters will result in 
operational efficiencies and improved quality of the work environment. For the 
headquarters consolidation, the total number of locations will be significantly re- 
duced. However, the headquarters consolidation does not result in a reduction of 
space for the Agency’s current occupancy. This is partially due to staffing increases 
provided by FDA’s prior appropriations and industry funding of additional staff 
through user fees. Further, because the White Oak space is often replacing outdated 
facilities with leases that are from 15 to 20 years old, rents in the consolidated fa- 
cilities exceed the rents that were paid for the outdated facilities. The White Oak 
consolidation does effect a savings when compared to replacing the FDA head- 
quarters inventory through new leases acquired on an incremental basis as older 
building leases expire. Additionally, when consolidating to Government-owned space 
controlled by the GSA, there is typically a savings because GSA bills only the fair 
market value of space, with no administrative or overhead fees that would be added 
for a private-sector lease. 


WHITE OAK 

Question. The budget includes an increase of $13.2 million for continued White 
Oak Consolidation. This will prepare the facility for 1,300 employees to move in dur- 
ing fiscal year 2009. Could you please speak to this increase and provide an update 
on White Oak. When do you expect everyone to be there? 

Answer. The budget increase of $13.2 million will make it possible for FDA to pre- 
pare Office Building 66 for the occupancy of approximately 1,300 staff from the Cen- 
ter for Devices and Radiological Health and support personnel from the Office of the 
Commissioner. The funding will enable FDA to provide furniture and furnishings 
for staff offices, support areas, and conference rooms; security system cabling and 
equipment; and IT and telecom equipment, cabling and services. There are five com- 
pleted and occupied buildings at White Oak: Life Sciences I Laboratory; Office 
Buildings 21 and 22; Central Shared Use Building and the Engineering and Physics 
Laboratory which was just occupied in March 2007. Under construction are Office 
Building 51 scheduled to be complete in early 2008 and Office Building 66 scheduled 
to be complete spring 2009. Historic Building I and Office Buildings 31 and 32 are 
currently in design and construction completion is expected in November 2008 and 
November 2009, respectively. FDA plans to have everyone at White Oak in fiscal 
year 2013, depending upon funding included in the General Services Administra- 
tion’s and FDA’s future appropriations. 

RESEARCH REDUCTION 

Question. The budget includes a requested decrease in funding of nearly $4 mil- 
lion for outreach, coordination and research. Even more than that, I was surprised 
to read that part of that reduction was to come from the FDA Animal Drugs and 
Feeds program — including, and I quote from your budget, “research on prohibited 
materials in animal feed, research on microbiology of animal feed and feed commod- 
ities, and research on drug residues. In addition, the program will reduce Field ac- 
tivities supporting enforcement, investigations and compliance.” Canada very re- 
cently found a new BSE case. Please explain these proposed reductions. Have we 
really done all of the research necessary on animal feeds, and is it prudent to de- 
crease enforcement and compliance activities? 

Answer. The Center for Veterinary Medicine, or CVM, completed development of 
a real-time Polymerase chain reaction, or PCR, based method. Once field validation 
of the real-time method is completed, the field has a necessary tool to support en- 
forcement of the feed ban. Companies are not marketing new rapid test kits for de- 
tecting prohibited proteins in animal feeds; therefore, CVM does not have additional 
test kits to evaluate. 

The Office of Regulatory Affairs, ORA, intends to absorb the reduction of $593K 
in the Animal Drugs and Feeds Program by reducing both personnel and operating 
funds for coordination activities in either the ORA Office of Enforcement; ORA 
Headquarters; or Compliance Officers and Public Affairs Specialists located in the 
Region and District Offices. Operating fund reductions will be taken in travel, train- 
ing and meetings with State or industry officials to perform outreach activities in 
support of the Field Animal Drugs and Feed Program. Management and coordina- 
tion functions will continue by using electronic media/technology and realigning and 
consolidating coordination responsibilities to improve efficiencies. 

The research reduction allows CVM and ORA to fund the full cost of fiscal year 
2008 priority initiatives. 
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OFFICE OF WOMEN’S HEALTH 

Question. Please provide a list of all research activities funded by the Office of 
Women’s Health in 2006 and 2007, including all recipients of the funds. 

Answer. I would be happy to provide that for the record. 

[The information follows:] 


Recipient 

Research Funding 

Fiscal Year 2006 

Fiscal Year 2007 

IAG/NIH— ORWH 

Specialized Centers of Research on Sex and Gender 
Factors Affecting Women's Health (SCOR).. 

$100,000 

$100,000 


CDER 

Prevlence study of all drugs used in pregnancy’? ... 
Develop and evaluate an effective COMBI program 
on sanitation and personal hygiene practices. 

35,000 

152,000 


IAG/WHO&CFSAN 




CDER 

The MATT Consortium (Molecular Assays & Targeted 
Therapies) within the OBQI (Oncology Biomarker 

25,000 





Qualification Initiative) specifically for a project 
on lung cancer. 



GNSI 


100,065 

16,000 


CDER 

Gender Differences & Impact of Pharmocogenomics 

6,500 


in Rheumatoid Arthritis. 



CDER 

Women in Clinical Trials and Gender Analysis of 
Data in New Molecular Entities (NME) approved 

13,000 





2000-2002. 



CDER 

Impact of gender and pharmocogenomics on clin- 

16,000 

7,500 


ical efficacy, safety and pharmocokinetics of 
drugs used for treatement of alsheimer’s dis- 




ease. 



CDRH 

Evaluation of equality and availability of informa- 
tion on females included in mechanical cir- 

32,900 





culatory support device trials. 



CDER 

Women in HIV Trials: A Comprehensive Review and 

9,500 

9,000 


Meta-Analysis. 



CFSAN 

Modulating effects on estrogens on food allergens 
induced lung inflammation in a highly sensitive 

33,000 





rat model for postmenopausal asthma. 



NCTR 

Molecular mechanisms underlying gender-associ- 

93,800 

87,000 


ated differences in the adverse reactions to the 
anti-retroviral agent, zidovudine (AZT): role of 
mitochondria) toxicity. 



NCTR 

Sex Differences in chemotherapeutic toxicity: 

110,100 

88,000 


profiling of transporter genes in humans. 



CDRH 

Assessment of the accuracy of the Tropinin Assay 
in the Diagnosis of Myocardial Infarction by 

30,000 





Gender and How Gender Influences Treatment. 



NCTR 

Protective effect of vaginal Lactobacillus species 

42,500 



against Staphylococcus aureus-mediated toxic 
shock syndrome. 



CBER 

HIV-SELECTEST: A novel assay for diagnosis of HIV 

135,000 

38,000 


infections in the presence of antibodies induced 
by candidate HIVE vaccines: Evaluation of gen- 
der bias in sensitivity and specificity. 




University of Arizona: Dr. Marlene Freeman: PK/PD 
Sertraline in Pregnancy. 

71,600 




OC/OPPL 

K.Morgan — Evaluation of How Best to Commu- 
nicate to Heatlh Care Providers about the Risks. 

55,000 







50,000 


University of Wisconsin: Dr. Gloria Sarto — PK/PD of 
selected atibiotics during pregnancy. 

32,900 



CDER 


52,000 



Oncology Clinical Trials. 


CDER 

Statistical analyses of gender-specific data from 
New Drug Application (NDA) submissions. 

11,300 




CBER 

Gender Dimorphism in HIV Infection in Primary 
Macrophages and T-Lymphocytes: Kinetics of. 

16,200 
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Recipient 

Research Funding 

Fiscal Year 2006 

Fiscal Year 2007 

AHRQ 

JAG with AHRQ: Research on the Effects of Drug 
Exposures in Pregnancy. 

25,000 




CDER 

Cardiac safety, and specifically to build on on- 
going activities re: the ECG Warehouse and the. 

50,000 




CDER 

Development of an HL 7 standard for the exchange 
of protocols, protocol summaries, and study. 

50,000 






16,300 


CDER/OTCOM 

Pregnancy Seminar: Pathways to Drug Develop- 
ment — A focus on Women’s Health.. 

3,400 





1,384,165 

339,400 




Question. Please explain the process by which OWH determines how to fund re- 
search activities. 

Answer. The FDA Office of Women’s Health, or OWH, determines research fund- 
ing priorities by coordinating with other FDA and HHS activities around women’s 
health issues to leverage existing funds and target projects to meet Agency and De- 
partmental priorities. OWH created a Women’s Health Advisory Council with nu- 
merous Agency representatives to help identify areas of highest priority with respect 
to women’s health and a better understanding of sex/gender differences. By partici- 
pating with the HHS OWH, FDA OWH is able to identify cross cutting activities. 
The Office sends an announcement out to all Centers in the FDA announcing the 
availability of intramural funding for research projects aimed at protecting and im- 
proving women’s health. The announcement specifies the research focus for the fis- 
cal year (e.g. sex related differences in safety or efficacy of FDA regulated products) 
and the application due dates. Research Proposals, called Concept Papers, are 
drawn up within individual Centers and go though an initial screening by the re- 
spective Center’s Women’s Health Coordinator to evaluate the proposal’s eligibility 
for context and institutional involvement. The Concept Papers are sent to OWH and 
to the Center Coordinators who independently rank the proposals based on the need 
and priority for women’s health issues in the respective Centers. After a thorough 
assessment of the proposals, selected investigators are asked to further expand their 
proposals and submit to OWH for evaluation and funding. OWH identifies panels 
of experts to perform an independent review of the expanded proposals rating spe- 
cific criteria such as Research Question, Study Design, Feasibility, Relevance, Per- 
formance History, Investigator Qualifications, and Budget. Final decisions on fund- 
ing are based on scientific reviews (Center Scientists, external experts and OWH 
Scientists) and available funds. 

Question. For fiscal year 2008, why are you proposing reducing the research funds 
of OWH? 

Answer. To be clear, research funds for women’s health activities are not reduced 
in our fiscal year 2008 budget request. Our budget proposes to transfer $350,000 
from the Office of Women’s Health, which is located within the Office of the Com- 
missioner, to the National Center for Toxicologic Research, or NCTR. This transfer 
has been proposed to augment ongoing women’s health research within NCTR. In 
particular, NCTR research has focused on our ability to understand unique risks 
that women face when exposed to drugs, particularly on the risks to women’s car- 
diac health. This transfer should not, by any means, be interpreted as a reduction 
of FDA’s commitment to women’s health. This transfer represents an amplification 
of an existing research portfolio to examine pharmacological effects on women’s sus- 
ceptibility to heart damage. It is not a diminishing of the Women’s Health Initiative. 

Question. The office was created in part because the Centers were not placing a 
priority on women’s health. What research will NCTR fund on women’s health? 

Answer. NCTR research will continue to focus on our ability to understand unique 
risks that women face when exposed to drugs, particularly the risk to women’s car- 
diac health. This transfer of research resources to NCTR will augment an already- 
robust portfolio of toxicology research focused on examining a wide variety of health- 
related topics. 

Question. Why is it necessary to pull the funds from OWH if it is simply being 
transferred to NCTR, as opposed to letting OWH make the decision? 

Answer. As stated earlier, this transfer has been proposed because the National 
Center for Toxicological Research, or NCTR, is where we have been using those 
funds to do research in women’s health. The Office of Women’s Health, or OWH, 
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serves as a champion for women’s health both within and outside the agency. To 
achieve its goal, the OWH undertakes the following five activities: 

— ensures that FDA regulatory and oversight functions remain gender sensitive 
and responsive 

— works to correct any identified gender disparities in drug, device and biologies 
testing, and/or regulation policy 

— monitors progress of priority women’s health initiatives within FDA 

— promotes an integrative and interactive approach regarding women’s health 
issues across all the organizational components of the FDA 

— forms partnerships with government and non-government entities, including 
consumer groups, health advocates, professional organizations, and industry, to 
promote FDA’s women’s health objectives. 

I can assure this subcommittee that the proposed transfer of funds to NCTR, spe- 
cifically for women’s health research, will not in any way diminish the ability of the 
OWH to achieve its goal. Specifically, the OWH will have full input as an equal 
partner with regards to women’s health research activities at NCTR. 

DIRECT TO CONSUMER ADVERTISING 

Question. What is the current funding level of DDMAC? Please provide a break- 
down of staff. 

Answer. The current funding level for the Division of Drug Marketing, Adver- 
tising, and Communications, or DDMAC, is $4,991,000. DDMAC consists of 44 FTE. 
There are nine people within the immediate office of the director, which includes 
the director, deputy director, associate director, program specialist, 3 policy and en- 
forcement team members, one labeling specialist, and one information-technology 
specialist. In addition there are four professional review groups totaling 20 review- 
ers and two technical information assistants; two direct-to-consumer review groups 
with seven reviewers and two researchers, and 2 vacancies; and one training and 
support group consisting of one person on board and a vacancy. The staff breakdown 
represents all full-time and part-time onboard staff and the current vacancies. The 
funding level does not include full payroll expenditures for all positions listed above. 

Question. What percentage of DTC television advertisements are currently being 
reviewed? 

Answer. In 2006, the Division of Drug Marketing, Advertising, and Communica- 
tions, or DDMAC, reviewed and provided advisory comments on 27 percent of tele- 
vision ads before they were publicly aired. 

Question. If the FDA’s proposed user fee for DTC advertisements is not enacted, 
what additional funding amount would be required for FDA to double the produc- 
tivity of the office? What would a doubling of DDMAC allow FDA to accomplish? 

Answer. The Prescription Drug User Fee Act IV, or PDUFA IV, currently includes 
provisions for $6.25 million a year for the advisory review of DTC television ads. 
If we do not receive the $6.25 million a year as proposed in user fees, we would 
not be able to increase our productivity in the advisory review of direct-to-consumer, 
or DTC, television ads. With a doubling of the Division of Drug Marketing, Adver- 
tising, and Communications, or DDMAC, we estimate that we could cut our review 
time for these television ads nearly in half and review about two-thirds more of 
these materials than was possible in 2006. 

Question. A recent GAO report stated that DDMAC should stop using informal 
criteria when prioritizing material for review, and should develop and publish cri- 
teria for prioritization and review. Please provide a cost and time estimate for FDA 
to develop and formalize this process? 

Answer. FDA, like other regulatory agencies, exercises enforcement discretion in 
order to focus its resources on enforcement actions that would most impact public 
health. Although the Division of Drug Marketing, Advertising, and Communications, 
or DDMAC, does not document the criteria it uses to prioritize each direct-to-con- 
sumer, or DTC, piece received for review, DDMAC has identified criteria that are 
systematically applied to identify workload priorities for review of both draft and 
final DTC materials that have the greatest impact on public health. The DDMAC 
management team, and in particular the DTC group leaders, works with all the 
DTC reviewers to ensure consistent application. DDMAC exercises judgment in con- 
tinually reevaluating its workload in light of these priorities, contingent on emerg- 
ing scientific and regulatory events. The suggestion that each piece be reviewed 
under specified criteria, and that all reviews be documented, would require vastly 
increased staff to essentially review every piece in detail. What now happens is that 
experienced reviewers scan pieces for problems, recognizing our priorities, and 
choose the ones to pursue. We are currently evaluating this process to determine 
what, if any, changes are needed. 
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PROBIOTICS IN YOGURT 

Question. Why does FDA require an IND when studying probiotics in food that 
is readily available on grocery shelves? Is this appropriate? 

Answer. The determining factor as to whether an investigational new drug appli- 
cation, or IND, is required for a probiotic product is the intended use to be studied. 
Under the Federal Food, Drug, and Cosmetic Act, or FD&C Act, if a probiotic prod- 
uct is intended to be used as a drug, it is regulated as a drug, and an IND would 
be required. The FD&C Act defines a drug as, among other things, an article in- 
tended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease, 
as well as an article (other than food) intended to affect the structure or any func- 
tion of the body. The Public Health Service Act definition of a biological product in- 
cludes products containing microorganisms applicable to the prevention, treatment, 
or cure of disease or condition of human beings, and to which the FD&C Act applies. 

On the other hand, where a food, including a dietary supplement, is studied to 
determine its effect on the structure or function of the body, without reference to 
any effects on disease, an IND would not be required. 

Any clinical investigator or probiotic manufacturer interested in evaluating a 
probiotic product for the diagnosis, cure, mitigation, treatment, or prevention of a 
disease is encouraged to request a pre-IND meeting with FDA prior to submitting 
an IND. 

Question. Since this research would not require the use of a drug manufacturing 
ability, because the product is already on the shelves, how can a researcher secure 
an IND? 

Answer. The Investigational New Drug, or IND, regulations are provided in Title 
21 of the Code of Federal Regulations, Part 312. The FDA internet site provides 
many informational resources concerning how to submit an IND and how to conduct 
a clinical trial under IND. Also, the Center for Biologies Evaluation and Research’s 
Office of Communication, Training, and Manufacturer’s Assistance may be contacted 
directly at 301-827-1800 for assistance in the process. 

Question. Is there a way to allow for this research to move forward without re- 
quiring an IND that still provides the safety and assurance expected by the FDA 
from the public when conducting research? 

Answer. If a probiotic product is to be studied for use in the diagnosis, cure, miti- 
gation, treatment, or prevention of disease, it needs to be evaluated under an Inves- 
tigational New Drug, or IND. 


CARBON MONOXIDE 

Question. In FDA’s March 2007 fresh fruit and vegetable guidance, FDA states 
that the use of low oxygen Modified Atmosphere Packaging (MAP) systems for per- 
ishable foods can promote the growth of spoilage organisms and pathogens that may 
be present. In light of this publication, and since MAP systems are also being used 
in fresh meat products, does FDA anticipate withdrawing its acceptance of the 
GRAS notifications that have been submitted to the agency regarding the use of car- 
bon monoxide in fresh meat? 

Answer. FDA is currently evaluating a pending citizen petition which requests 
that the agency withdraw its response letters to the “generally recognized as safe” 
notifications regarding the use of carbon monoxide in fresh meat. While our review 
of that petition is ongoing, we cannot comment on whether we anticipate with- 
drawing the response letters. 

Question. Please provide a status on FDA’s response to a citizen petition filed on 
November 15, 2005 (Docket No. 2005P-0459) regarding carbon monoxide in fresh 
meat? Please provide a date by which this citizen petition will receive a response? 

Answer. On November 15, 2005, FDA opened a docket on a citizen’s petition sub- 
mitted by Kalsec, Inc. In their petition, Kalsec requests that FDA rescind the ac- 
ceptance of a number of “generally recognized as safe” notices related to the noti- 
fiers’ determinations that carbon monoxide (CO) is “generally recognized as safe” 
under specific conditions of use as a component in Modified Atmosphere Packaging 
systems (MAPs) used in fresh meat. FDA has received and continues to receive nu- 
merous submissions commenting on the Kalsec petition. We are evaluating the peti- 
tion and place a high priority on preparing a timely response. However, due to other 
priorities and the ongoing review of the submissions commenting on the petition, 
FDA does not have a specific date when it will complete its review of the citizen’s 
petition submitted by Kalsec, Inc. 
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OFFICE OF THE COMMISSIONER 

Question. Do contractors and consultants report to the Commissioner or Chief of 
Staff? If so, what are their roles? Could these functions be done by existing perma- 
nent staff? If so, why are these individuals hired as consultants rather than as Fed- 
eral employees? 

Answer. There is one contractor who reports to the Commissioner. The contactor’s 
role is to provide professional services in executive leadership development for all 
of the senior FDA leadership within the Office of the Commissioner and the Cen- 
ters. Specific tasks include strengthening executive leadership, enhancing cross- 
agency integration, improving communication, mentoring and developing staff. 
These functions could not be performed by existing staff as the existing staff does 
not possess the breadth of knowledge and level of expertise as the contractor in the 
areas of executive development, coaching and organizational culture. 

There is one contractor who reports to the Chief of Staff. This contractor has an 
extensive background in media and strategic communications and a thorough under- 
standing of how outside organizations perceive critical FDA policies and initiatives. 
This outside perspective cannot be provided by existing permanent staff. 

Question. Does the Office of the Commissioner have sufficient funds to pay for all 
of these staff with payroll dollars? Is there a “payroll deficit” for the Office of the 
Commissioner? 

Answer. Yes, the Office of the Commissioner, or OC, has sufficient funding for ap- 
proved staffing. In fiscal year 2007, OC does not have a “payroll deficit”. 

OFFICE OF COSMETICS AND COLORS 

Question. What is the proposed fiscal year 2008 budget for the FDA Office of Cos- 
metics and Colors (OCAC) within the Center for Food Safety and Applied Nutrition 
(CFSAN) and the proposed number of FTE positions? How does this compare with 
fiscal year 2006 and fiscal year 2007? 

Answer. The Center for Food Safety and Applied Nutrition (CFSAN) estimates 
that its appropriated fiscal year 2008 budget for the Office of Cosmetics and Colors 
(OCAC) will support 13 full time equivalent (FTE) positions and provide $2.0 million 
for the cosmetics activities conducted by OCAC. Additionally, the non-appropriated 
Color Certification Program within OCAC will support 32 FTE positions with a 
budget of $7,568 million in fiscal year 2008. 

By comparison, in fiscal year 2006, the Agency’s Cosmetics program was staffed 
at 30 FTEs with a budget of $3.2 million which included staff in OCAC (not includ- 
ing the color certification program). In fiscal year 2007, all compliance and research 
components that were in individual program offices within CFSAN, including those 
in OCAC, were realigned to the Office of Compliance or the Office of Regulatory 
Science to concentrate these similar activities. Other FTEs within the Cosmetics 
Program left the Agency for various reasons, including retirement and buyouts. As 
a result, the estimated fiscal year 2007 budget for cosmetic activities conducted by 
OCAC is 13 FTEs/$1.825 million. 

Question. Is CFSAN planning to change the size or organizational structure of 
OCAC, and if so, what is the new organizational plan and how would OCAC be 
structured within CFSAN? 

Answer. In February 2007, as part of CFSAN’s proposed reorganization, CFSAN 
changed the size and organizational structure of OCAC. In fiscal year 2006, the en- 
tire cosmetics program was located in the Division of Cosmetics and Compliance. In 
fiscal year 2007, compliance and research components that were in individual pro- 
gram offices within CFSAN, including those in OCAC, were realigned to the Office 
of Compliance and to the Office of Regulatory Science to concentrate staff in offices 
with a particular focus. As a result, there was a significant reduction in personnel 
within OCAC. 

Question. The size of the personal care products industry is $60 billion, with over 
11 billion products sold annually, and with over 2,500 facilities in the United States. 
In the last 25 years there has been a vast expansion of personal care products. How- 
ever, the number of FTEs in the OCAC has decreased dramatically during this same 
timeframe. Does FDA believe that there will be a sufficient number of FTEs in the 
Office of Cosmetics and Colors enough to regulate this industry and insure the safe- 
ty of these consumer products? 

Answer. Thus far, FDA has been able to keep pace with developments, averting 
any serious or widespread public health problems. While it is difficult to predict, 
precisely, what the future will bring, there are several areas that loom large for cos- 
metic safety. Key examples include the safe use of nanotechnology in cosmetics; a 
need for more scientific information to ensure the safe use of tattoos, which has 
greatly expanded over a wider segment of the population than formerly; and the in- 
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creasingly global nature of the industry with a corresponding need for FDA engage- 
ment in the development of international safety standards. 

PSEUDOEPHEDRINE 

Question. The Senate and House Appropriations Committee Report on the fiscal 
year 2007 FDA Appropriations Bill included language regarding “Expedited Filing”. 
In the context of this Appropriations provision, and in light of the initiatives under- 
taken by FDA following enactment of the Combat Meth Act, would you please out- 
line the steps that the Agency has taken to enhance access to new prescription com- 
binations of safe and effective marketed drugs that could provide alternative thera- 
pies to replace pseudoephedrine-containing products and thereby address the major 
public health and safety concerns arising from meth production? 

Answer. The Office of Non-Prescription Products, or ONP, is interacting with 
manufacturers to help them interpret the Combat Meth Act provisions regarding re- 
formulation of both New Drug Applications, or NDA, and over-the-counter, or OTC, 
monograph products. Products that require NDA or a supplement to an NDA, or 
sNDA, may qualify for a priority review. We are willing to meet with applicants to 
determine if such applications qualify to be considered under priority review. We 
interact with such applicants to ensure that only essential testing is required to 
demonstrate that the reformulations will be safe and effective. For instance, clinical 
trials are not required in any instance in which a demonstration of bioequivalence 
in humans can be appropriately applied. This may help shorten the time necessary 
to provide data for the NDA or sNDA. We also respond to submissions and meeting 
requests quickly so that access is not delayed based upon the ability of a company 
to get feedback or to interact with the Agency. If applications do not qualify for pri- 
ority review, they are reviewed under the specific timelines and procedures associ- 
ated with the Prescription Drug User Fee Act, or PDUFA, and other pertinent regu- 
lations. 

OTC products that are marketed under the OTC Drug Review may be reformu- 
lated following the stipulations for active ingredients, manufacturing, and labeling 
that are set out in the regulations associated with the OTC monographs. These re- 
formulations do not require approval by the FDA prior to marketing. For example, 
an immediate release tablet containing pseudoephedrine as a decongestant in com- 
bination with an antihistamine could be reformulated under the monograph to con- 
tain an alternative decongestant phenylephrine, in combination with the same anti- 
histamine. This reformulation does not require preapproval, supporting a rapid 
transition from products containing pseudoephrine to products using other antihis- 
tamines. In addition, a new salt of phenylephrine was recently added to the mono- 
graph to allow manufacturers more flexibility in formulating products. 

COLOR CERTIFICATION FEES 

Question. What is the anticipated balance that will remain in the Color Certifi- 
cation Fund at the end of fiscal year 2007? 

Answer. The anticipated balance that will remain in the Color Certification Fund 
at the end of fiscal year 2007 is $1,410,134. 

Question. What are the anticipated revenues to this fund in fiscal year 2008? 

Answer. The anticipated revenues to this fund in fiscal year 2008 are $7,000,000. 

Question. Please provide a list of all anticipated expenses for this program in fis- 
cal year 2008? 

Answer. The following is a list of anticipated expenses for the Color Certification 
Program in fiscal year 2008: 

Operating Expenses:$3,309,740 (Funds the day to day operations of the Color Cer- 
tification program including equipment purchases, supplies, travel, contracts and 
rent and rent related costs) 

Payroll Expenses: $4,258,384 (Funds the salaries and benefits of Color Certifi- 
cation employees) 


Questions Submitted by Senator Tom Harkin 

ADVERSE EVENT REPORTING ON DIETARY SUPPLEMENTS 

Question. The Dietary Supplement and Nonprescription Drug Consumer Protec- 
tion Act require manufacturers and distributors of dietary supplements and OTC 
drugs to report all serious adverse events to the FDA. The legislation requires the 
FDA to issue guidance by September 18, 2007 on the minimum data elements that 
should be included in a serious adverse event report. 

Has the FDA begun that process? 
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Answer. Yes, FDA has begun work on the guidance required by the new law. Be- 
fore issuing final guidance, the agency intends to publish draft guidance describing 
in detail the minimum data elements that should be included in a serious adverse 
event report for both dietary supplements and OTC drugs, using the current FDA 
3500A MedWatch form for mandatory reporting. 

Question. Will the FDA be issuing a proposed guidance to solicit comment from 
stakeholders? 

Answer. Yes. In accordance with the agency’s good guidance practice regulations, 
FDA will announce the availability of the draft guidance in the F ederal Register and 
invite comment on the guidance from interested parties. 

The Dietary Supplement and Nonprescription Drug Consumer Protection Act su- 
persedes the Center for Food Safety and Nutrition’s (CFSAN’s) Adverse Event Re- 
porting System, or “CAERS”, which allows voluntary reporting of dietary supple- 
ment adverse events. 

Question. Since the legislation requires manufacturers and distributors to report 
serious adverse events, does FDA expect to use more resources to process Adverse 
Event Reports? 

Answer. Yes, the FDA expects to use more resources to process significant adverse 
event reports (AERs) which are submitted in response to this law. 

With respect to resources for Public Law 109-462, no funding for implementation 
was provided in the fiscal year 2007 appropriation and no funding was requested 
in the President’s fiscal year 2008 budget. 

Currently the agency has been performing tasks that will contribute to the full 
implementation of the new law. For example, FDA performed a gap analysis be- 
tween the FDA3500A MedWatch form and the capabilities of the current CFSAN 
Adverse Events Reporting System (CAERS). This analysis shows that CAERS needs 
software modifications to receive fields on the 3500A MedWatch form. 

In addition, the agency is planning the additional work activities needed to fully 
implement the law. These work activities will include developing several business 
processes, making significant Information Technology (IT) improvements to CAERS, 
and modifying contracts providing records management and IT support. To accom- 
modate the increased numbers of significant AERs expected to result from manda- 
tory reporting, CFSAN plans to modify CAERS to accept AERs electronically via the 
MedWatch Plus initiative, which will include modifications to accommodate dietary 
supplements. 

CFSAN already has processes in place to consolidate duplicate AERs and new 
medical information on existing AERs so that all information about a given adverse 
event appears in a single report, as required by the new law. 

The Administration has proposed only $4 million above last year’s enacted level 
for CFSAN. This funding is directed to increases in food safety programs generally, 
not the CAERS system or a revised version of it. 

Question. What additional resources will FDA require for fiscal year 2008 to pre- 
pare for the full implementation of the Act? 

Answer. No funding for implementation was provided in the fiscal year 2007 ap- 
propriation and no funding was requested in the President’s fiscal year 2008 budget. 

GOOD MANUFACTURING PRACTICES OF DIETARY SUPPLEMENTS 

Question. It has been over 12 years after the enactment of Dietary Supplement 
Health and Education Act and the FDA has yet to finalize the Good Manufacturing 
Practice (GMP) regulations authorized by the 1994 law. The Senate Health, Edu- 
cation, Labor and Pensions Committee Report that accompanied The Dietary Sup- 
plement and Nonprescription Drug Consumer Protection Act encouraged the FDA 
to act quickly to finalize a GMP regulation for supplements. The Committee also 
noted that FDA has taken action against products that arguably could not have 
been sold in the first place if strong GMPs had been promulgated. 

What date will GMP regulations be issued? 

Answer. FDA is committed to publishing this final rule. I can assure you that 
there has been significant work done on the final rule since the comment period for 
the proposed rule ended in August 2003. The Administration is currently reviewing 
the final rule. 

We have worked extremely hard to draft the final rule in such a way that would 
assure quality products for the consumer while balancing societal costs and benefits. 
I can assure you that full attention is being given to the completion of the rule as 
soon as possible. 
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FOOD SAFETY INSPECTIONS 

Question. Between 2003 and 2006, FDA food safety inspections have dropped by 
47 percent as reported last month by the Associated Press. 

Will an increase of just $10 million increase the number of food safety inspections 
for products regulated by FDA? 

Answer. The number of domestic food inspections used to calculate the 47 percent 
decrease in inspections since 2003 (from 7,218 in 2003 to 3,833 in 2006) represents 
only a subset of total domestic food inspections. This subset does not include such 
high risk areas as Seafood HACCP inspections; Juice HACCP inspections; Cheese 
inspections; Low Acid Canned Foods; and, Acidified Food inspections. When ALL do- 
mestic food inspections are included, the reduction in inspections between 2003 and 
2006 is 19 percent. 

In addition, the decreases quoted are for FDA inspections only and do not recog- 
nize FDA leveraging with States to conduct contract/grant and partnership inspec- 
tions. For instance, in fiscal year 2006 the States performed 8,566 food inspections 
for FDA which is an increase from 8,390 conducted by the States in fiscal year 2003. 

The $5.5 million that the Office of Regulatory, or ORA, requested as part of the 
Strengthening Food Safety Initiative in the fiscal year 2008 President’s Budget re- 
quest will not result in an increased number of food safety inspections. Funding will 
be used to enhance ORA’s ability to more rapidly trace back foodborne disease out- 
breaks and to work proactively to encourage growers and processors to implement 
good agricultural practices and other interventions designed to prevent contamina- 
tion of food. ORA will develop, train, and equip teams to work with State partners 
in large produce-growing regions. Funding will also be used to accelerate develop- 
ment of an import decision-making IT system capable of detecting high-risk food 
shipments before they enter U.S. commerce. While FDA already has systems that 
are used to identify and target certain high-risk import shipments the new system 
will increase current capabilities by providing for automated review and trending 
of the results of field examinations and analyses of samples, identifying candidates 
for detention without physical examination; it will score each entry line on the basis 
of risk factors and surveillance requirements, for an automated, real-time decision 
on action to be taken; and, it will incorporate exogenous data with available FDA 
operational data to create a broader picture for each shipment. 

The $4.0 million and 16 FTEs that the Center for Food Safety and Applied Nutri- 
tion, or CFSAN, requested in the fiscal year 2008 President’s Budget request will 
be used to improve its Food Safety program particularly focused on produce safety. 
CFSAN plans to utilize the fiscal year 2008 funds for resources to support four core 
critical functional areas of the FDA Food Safety Program: (1) methods development 
to detect and attribute foodborne illness outbreaks related to fresh produce, (2) ex- 
pand traceback capabilities by hiring environmental epidemiologists to work with 
FDA and State and local agencies and facilitate on-farm investigations, (3) develop- 
ment of cost-effective regulations and/or guidance, and (4) obtain additional exper- 
tise in the production and processing of fresh produce. 

The National Center for Toxicological Research, or NCTR, will direct $165,000 to 
provide additional staff and $335,000 for supplies and services to improve methods 
for rapid screening and complete identification of foodborne pathogens. NCTR will 
also develop a genomic database to identify and assess the biological threat of 
foodborne pathogens. The total cost is $500,000. 

Also included is $644,000 for FDA’s Office of Crisis Management, or OCM, to en- 
hance FDA’s ability to help industry mitigate the risks of foodborne outbreaks. 

Question. What will be the number of inspections as compared to fiscal year 2006 
and fiscal year 2007? 

Answer. The Office of Regulatory Affairs, or ORA, currently estimates it will per- 
form 19,212 food inspections, including inspections performed by the States for FDA 
under State contracts and partnerships in fiscal year 2008. This represents a slight 
increase over the fiscal year 2007 estimate of 19,137 food inspections. In fiscal year 
2006, FDA and the States performed 17,730 food inspections. 

Question. Is $10 million enough money to ensure public safety? 

Answer. Ensuring the safety of the food supply is a top priority for FDA and the 
Administration and we will continue to strive to reduce the incidence of foodborne 
illness, and the associated impact of public health to the lowest level possible. 

The $5.5 million that the Office of Regulatory Affairs, or ORA, requested as part 
of the Strengthening Food Safety Initiative in the fiscal year 2008 President’s Budg- 
et request will be used to enhance ORA’s ability to more rapidly trace back 
foodborne disease outbreaks and to perform on farm investigations. Once the out- 
break and food involved has been identified, the ability to deploy rapid response 
teams trained in outbreak response and traceback procedures will prevent addi- 
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tional exposure of consumers to contaminated produce and reduce the number of ill- 
nesses by more quickly identifying implicated shipments and removing them from 
the market. In addition, the development of these teams enhances FDA’s ability to 
perform on farm and at processor investigations and thereby help prevent future 
outbreaks. Funding will also be used to accelerate development of an import deci- 
sion-making IT system capable of detecting high-risk shipments before they enter 
U.S. commerce which will improve ORA’s ability to intercept contaminated products 
at the border and before they enter U.S. commerce. While FDA already has systems 
that are used to identify and target certain high-risk import shipments, the new 
system will increase current capabilities by providing for automated review and 
trending of the results of field examinations and analyses of samples, identifying 
candidates for detention without physical examination; it will score each entry line 
on the basis of risk factors and surveillance requirements, for an automated, real- 
time decision on action to be taken; and, it will incorporate exogenous data with 
available FDA operational data to create a broader picture for each shipment. 

The $4.0 million and 16 FTEs that the Center for Food Safety and Applied Nutri- 
tion or CFSAN, requested in the fiscal year 2008 President’s Budget request will 
be used to improve its Food Safety program particularly focused on produce safety. 
In a continued commitment to improve the safety of the U.S. food supply, FDA is 
taking action to prevent or reduce foodborne outbreaks and the number of illnesses 
and deaths due to consumption of contaminated food, bolstering public confidence 
in the safety of fresh produce, the consumption of which the U.S. Government has 
been encouraging as part of a healthful diet, and encouraging the States and indus- 
try to respond to new information on potential food contamination. 

The National Center for Toxicological Research, or NCTR, will direct $165,000 to 
provide additional staff and $335,000 for supplies and services to improve methods 
for rapid screening and complete identification of foodborne pathogens. NCTR will 
also develop a genomic database to identify and assess the biological threat of 
foodborne pathogens. The total cost is $500,000. 

Also included is $644,000 for FDA’s Office of Crisis Management, or OCM, to en- 
hance FDA’s ability to help industry mitigate the risks of foodborne outbreaks. 

Since September of last year, there have been multiple large-scale outbreaks of 
foodborne illness in the United States. Press reports suggest the reason for the re- 
cent outbreak of foodborne illness is FDA’s lack of resources in the area of food safe- 
ty. The President’s fiscal year 2008 budget calls for an increase of $10.6 million for 
food safety at FDA. 

Question. What changes will FDA make with this money to ensure future out- 
breaks of foodborne illness are prevented? 

Answer. The fiscal year 2008 budget requests funds for food safety improvements 
in the Center for Food Safety and Applied Nutrition, or CFSAN ($4 million), the 
Office of Regulatory Affairs, or ORA ($5.5 million), the National Center for Toxi- 
cological Research, or NCTR ($500,000) and the Office of Crisis Management, or 
OCM ($644,000). 

CFSAN expects to utilize the fiscal year 2008 increase for resources to support 
four core functional areas of the FDA Foods Program: 

— Methods Development ($1 million). — Funds will develop better methods to detect 
and attribute foodborne illness outbreaks related to produce and allow for 
quicker intervention to reduce the illnesses and deaths from contaminated food 
and quicker resumption of marketing of uncontaminated food. 

— Surveillance ($1 million). — Funds will increase sampling and traceback capabili- 
ties, including conducting produce sampling surveys of imported and domestic 
produce to examine pathogens along the distribution chain to establish a base- 
line. 

— Regulations and Guidance ($1 million). — Funds will help develop cost-effective 
regulations and/or guidance to prevent and reduce outbreaks, thus reducing the 
instance of illness and death. 

— Produce Experts ($1 million). — Funds will obtain additional expertise in the pro- 
duction and processing of fresh produce, with emphasis on microbiological safety 
issues. 

Also included is $644,000 for FDA’s Office of Crisis Management, or OCM, to en- 
hance FDA’s ability to help industry mitigate the risks of increased foodborne out- 
breaks 

The National Center for Toxicological Research, or NCTR, will direct $165,000 to 
provide additional staff and $335,000 for supplies and services to improve methods 
for rapid screening and complete identification of foodborne pathogens. NCTR will 
also develop a genomic database to identify and assess the biological threat of 
foodborne pathogens. 
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The Office of Regulatory Affairs, or ORA, plans to allocate $3.5 million to develop 
the capacity for more rapid traceback of produce-related outbreaks and the capacity 
to determine the root cause of an outbreak. ORA will develop teams trained in 
traceback technologies, incident command, and root cause analysis. These teams will 
be strategically positioned in areas with large produce-growing regions. In addition, 
ORA will provide training, equipment, and other assistance to States so that they 
can be full partners with FDA in responding to and preventing produce-related out- 
breaks. After the first year, ORA will have 12 fully equipped and trained FTEs with 
traceback equipment. 

ORA also plans to allocate $2 million towards developing an import decision-mak- 
ing system capable of detecting high risk shipments of FDA-regulated products be- 
fore they are admitted or released into U.S. commerce. While FDA already has sys- 
tems that are used to identify and target certain high-risk import shipments the 
new system will increase current capabilities by providing for automated review and 
trending of the results of field examinations and analyses of samples, identifying 
candidates for detention without physical examination; it will score each entry line 
on the basis of risk factors and surveillance requirements, for an automated, real- 
time decision on action to be taken; and, it will incorporate exogenous data with 
available FDA operational data to create a broader picture for each shipment. 

From what I can see, the FDA needs a far greater investment in food safety in 
order to effect real improvements in actual practice. 

Question. If given more than $10 million for food safety, which programs would 
benefit most from additional money to increase the safety of our food supply, espe- 
cially in fresh produce? 

Answer. FDA is committed to ensuring that America’s food supply continues to 
be among the safest in the world, but we face challenges. For example, consumption 
of produce, particularly “ready-to-eat” products, has increased dramatically during 
the past decade. Americans usually consume these products in their raw state, har- 
vested from the vine, stem, or soil without processing to reduce or eliminate patho- 
gens that may be present. Consequently, the manner in which these products are 
grown, harvested, packed, processed, and distributed is crucial to ensuring that mi- 
crobial contamination is minimized, thereby reducing the risk of illness to con- 
sumers. Even if a small percentage of what is harvested is contaminated, it can re- 
sult in severe illness. FDA is taking a “farm-to-fork” systematic risk management 
approach to food safety to reduce the risk of food illness at all points in the food 
chain. 

For fiscal year 2008, we propose a $10,644 million increase for a food safety initia- 
tive focused on fresh produce. FDA will develop methods to prevent food outbreaks 
from occurring by rapidly detecting contamination that leads to illness, more quickly 
tracking contamination to its source, and more effectively conducting root cause 
analysis of the contamination. We will also provide training to our State and local 
partners and develop a geographic information mapping system for faster emer- 
gency response. Finally, we will develop a decision-making system to detect high- 
risk imports before they enter U.S. commerce, so they can be evaluated by FDA. 

Due to the increased consumption of fresh produce and the current outbreaks of 
contamination, FDA would allocate additional funding for specific areas where we 
could expand the food safety program in order to promote and improve the public 
health. FDA has identified the following five critical areas as targets for future 
growth: 

— preventing contamination and produce safety research 

— preventing outbreaks and mitigating outbreak impact 

— monitoring antibiotic usage and antibiotic resistance in bacteria from farm- 
raised aquatic animals and their environments 

— developing efficient techniques for identifying foodborne pathogens that cause 
outbreaks 

— providing additional field support for the Foods and Animal Drugs and Feed 
Programs. 


SALT 

Question. In 1979, the Federation of American Societies for Experimental Biology 
submitted a final report to FDA, Evaluation of the Health Aspects of Sodium Chlo- 
ride and Potassium Chloride as Food Ingredients. This report reviewed the adverse 
biological effects of dietary sodium and concluded that these effects might be harm- 
ful to the health of a significant proportion of the public. It further concluded that 
“it is the prevalent judgment of the scientific community that the consumption of 
sodium chloride in the aggregate should be lowered in the United States.” 
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Since that time, additional studies have demonstrated with much greater cer- 
tainty that diets high in sodium promote high blood pressure. In 2003, the National 
Heart, Lung and Blood Institute’s high blood pressure committee called for a 50- 
percent reduction in sodium in processed and restaurant foods over the next 10 
years, or 5 percentage points a year for 10 years. In a January 2004 commentary 
in the American Journal of Public Health, the director of the National Heart, Lung 
and Blood Institute (NHLBI) and two colleagues estimated that halving sodium lev- 
els in packaged and restaurant foods would save 150,000 lives a year in the United 
States. 

In the early 1980s, likely based in part on the 1979 FASEB report, FDA agreed 
that a reduction in the consumption of salt would be beneficial, and it initiated a 
modest campaign of public education and expanded labeling provisions to encourage 
consumers and food manufacturers to use less salt. Around that time, FDA also re- 
jected calls to revisit the GRAS status of salt. However, in 1984, a Federal district 
court ordered FDA to reconsider the GRAS status of salt if voluntary measures did 
not succeed in reducing salt intake. 

Per the instructions of the Federal district court in 1984, has FDA taken steps 
to reconsider the GRAS status of salt? 

Answer. In response to a 1979 review on salt by the Select Committee on GRAS 
Substances (SCOGS) of the Federation of American Societies for Experimental Biol- 
ogy, and concern about the health effects of salt in the U.S. diet, FDA reviewed the 
regulatory status of salt and issued Federal Register (FR) publications discussing 
salt’s status in a 1982 notice (47 FR 26580; June 18, 1982) and a 1984 final rule 
(49 FR 15510; April 18, 1984). In these documents, FDA outlines its voluntary re- 
view of salt and the decision not to alter salt’s status as a GRAS ingredient. 

The question references the “instructions of the Federal district court in 1984.” 
These instructions were contained in a court ruling 1 that granted summary judg- 
ment to FDA in response to a suit filed by Center for Science in the Public Interest 
(CSPI) seeking the court’s review of FDA’s denial of the CSPI citizen petition to re- 
classify salt as a food additive. The cited “instructions” were non-binding instruc- 
tions for FDA to make a decision on the GRAS status of salt after it had completed 
its review of the effectiveness of several FDA initiatives for salt. FDA had concur- 
rently completed a voluntary review of salt and subsequently opted not to alter its 
regulatory status. The conclusions of FDA’s review that are the basis of our decision 
are documented in the 1982 and 1984 FR documents. 

Question. If so, what is the result of those deliberations? If not, why has FDA not 
done so? 

Answer. The results of those deliberations in the early 1980s regarding the GRAS 
status of salt ultimately led to a decision not to alter GRAS status (47 FR 26580, 
June 18, 1982; 49 FR 15510, April 18, 1984). FDA opted instead to pursue a con- 
sumer information-based approach where declarations of the salt (listed on the food 
label as the sodium ion) content of foods would encourage individuals to control 
their own salt intake as well as encourage food manufacturers to limit the salt con- 
tent of their products. FDA explained in the 1982 FR notice its rationale for choos- 
ing this approach. FDA cited several legal and regulatory issues that confounded the 
regulation of salt as a food additive. These legal and regulatory issues include the 
complexity of determining limitations of salt in foods and the complexity of the diet 
in general (i.e., changing the salt content of a particular food or foods may not im- 
pact a person’s total intake of salt). Furthermore, “prior sanctions” — sanctions or ap- 
provals of a use of a food ingredient that were granted by either FDA or the U.S. 
Department of Agriculture before the Food Additives Amendment to the FFDCA 
was enacted in 1958 — exist for uses of salt; revocation of prior sanctions presents 
further complications. 

Question. What resources does FDA currently devote, both budget resources and 
FTSs, to sodium and sodium reduction? 

Answer. Unfortunately, the Agency’s financial system does not track pro- 
grammatic resources to this level of detail. 

Question. What would the FDA do, if it had increased resources, to lower sodium 
levels in processed and restaurant foods? 

Answer. Food label education remains a key priority for FDA. In 2006, FDA re- 
leased a web-based program, “Make Your Calories Count,” to assist consumers un- 
derstand and use the food label to help manage their calorie and nutrient intake. 
Sodium is one of the nutrients featured on the program. 

Additionally, in 2005 FDA amended its regulations concerning the maximum so- 
dium levels permitted for foods that bear the implied nutrient content claim 


1 Center for Science in the Public Interest v. Nouitch , Food, Drug, and Cosm. L. Rep. (CCH ) ( j[ 
38,275 (D.D.C. June 11, 1984) 
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“healthy.” In this rule the agency retained sodium levels of 480 mg or less for all 
food categories, including individual foods, and 600 mg or less for meals and main 
dishes. Most of the comments from industry suggested that it was difficult to make 
certain products, particularly soups, which would be both palatable and marketable 
at lower levels. Many consumer groups, including Center for Science in the Public 
Interest (CSPI), supported this decision. The agency had concluded that going to 
more restrictive sodium levels could result in the substantial elimination of meal 
and main dish products bearing the claim “healthy” from the marketplace and that 
the proposed sodium levels would help consumers achieve a total diet that would 
be consistent with dietary recommendations. 

Moreover, the fiscal year 2006 CFSAN Program Priorities include publishing an 
advance notice of proposed rulemaking (ANPRM) to solicit comments on updating 
daily values in nutrition labeling. All nutrients, including sodium, will be taken into 
consideration as part of the development of the ANPRM. We will be encouraging 
comments on this ANPRM from a broad range of stakeholders. 

The FDA is currently preparing for a public hearing to discuss issues related to 
FDA’s regulation of salt. As part of this hearing, FDA will invite comment on the 
effectiveness of current measures and discuss potential initiatives aimed at reducing 
salt intake in the United States. Additional resources might be used to further any 
of the FDA efforts related to reducing sodium levels identified above. 

TRANS FAT 

Question. The FDA considers partially hydrogenated oil, with its trans fat, to be 
“generally recognized as safe,” even though the agency’s own evaluations indicate 
that the ingredient is causing thousands of premature deaths and significant eco- 
nomic costs each year. 

Is there any reason that the FDA should not seek to eliminate trans fat, other 
than naturally occurring trans fat, from the food supply? 

Answer. FDA is currently evaluating this issue in its review of a citizen petition 
from the Center for Science in the Public Interest (CSPI), requesting that FDA re- 
voke the “generally recognized as safe” status of trans fat. In response to this peti- 
tion, we have received comments from industry that show that revoking the “gen- 
erally recognized as safe” status of trans fat is a complex issue. 

We note that when FDA affirmed partially hydrogenated oils as “generally recog- 
nized as safe,” the data on trans fats were very limited. Since then, additional re- 
search has shown that some trans fats are unhealthful. Research in this area is on- 
going to determine the identity, levels, safety and other variables of trans fats in 
food. 

We are considering all options to address concerns regarding trans fat in foods, 
including those raised in the citizen petition currently under review. For example, 
one approach we have already taken is to give consumers the information they need 
to make healthier food choices and provide industry with an incentive to produce 
healthier foods. Due in part to FDA’s trans fat labeling regulation that went into 
effect in January 2006, and FDA’s education and outreach efforts, there has been 
an increase in consumer demand for trans fat-free products. Therefore, these activi- 
ties are having a positive effect on reducing trans fat intake. 

Question. What steps is the FDA taking to reduce or eliminate trans fat in the 
food supply? 

Answer. The level of trans fatty acids in the diet affects risk of coronary heart 
disease. To assist consumers in choosing foods with lower amounts of trans fat, the 
FDA issued a final rule in 2003 (68 FR 41434, July 11, 2003) that requires the 
amount of trans fat to be declared on the Nutrition Facts panel directly below the 
saturated fat line. This rule became effective January 1, 2006, for all food under the 
jurisdiction of FDA. 

Americans face a plethora of food choices in grocery stores and at restaurants. 
Our responsibility is to empower consumers to make informed decisions about their 
food selections and to encourage them to make changes in their diets for better 
health. The Nutrition Facts panel, along with other education campaigns, provides 
invaluable information to the consumer. At the same time, FDA’s public health mis- 
sion is to foster the development of healthier food products for American consumers. 
The requirement to declare trans fat on product labeling is changing consumer de- 
mand and prompting reformulation, which was anticipated by FDA. FDA is moni- 
toring industry progress in developing and using alternative ingredients and proc- 
essing techniques for reducing trans fat. 

At the same time that the final rule published, FDA issued an advance notice of 
proposed rulemaking (ANPRM) (68 FR 41507; July 11, 2003) to request comment 
on establishing trans fat nutrient content claims, disqualifying/disclosure levels, and 
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a possible footnote about cholesterol raising lipids to help consumers make heart 
healthy food choices. 

FDA is currently reviewing a citizen petition from the Center for Science in the 
Public Interest requesting FDA to revoke the “generally recognized as safe” status 
of partially hydrogenated vegetable oils (see Docket No. 2004P-0236). 

Question. Does the FDA plan to reconsider the GRAS status of partially hydro- 
genated vegetable oil given that it contains trans fat? 

Answer. FDA is currently evaluating this issue in the review of a citizen petition 
from the Center for Science in the Public Interest, requesting that FDA revoke the 
GRAS status of trans fats. 

Question. If so, what is the result of those deliberations? If not, why has FDA not 
done so? 

Answer. There is no change in the conclusion made in the trans fat labeling regu- 
lation that trans fat represents a health concern. The trans fat information provided 
on food labels will enable consumers to make healthier food choices. As part of our 
ongoing review of the citizen petition from the Center for Science in the Public In- 
terest, requesting that FDA revoke the GRAS status of trans fats, we are consid- 
ering all available options to address concerns regarding consumption of trans fat. 
FDA plans to monitor the effect of the trans fat labeling regulation on consumer 
behavior and industry practices to help determine what, if any, additional action 
should be taken. 


Questions Submitted by Senator Byron L. Dorgan 

DIRECT-TO-CONSUMER ADVERTISING 

Question. The United States is one of only two nations that allow DTC adver- 
tising. The other is New Zealand. The amount of money spent on DTC ads has in- 
creased by 20 percent per year since 1997. In 2005, drug companies spent $4.2 bil- 
lion on DTC ads. 

I think we have to take a hard look at whether these ads have value to con- 
sumers. I have seen some ads that don’t even mention what the product does. I re- 
member an ad for Levitra — an erectile dysfunction drug — that showed a man trying 
to throw a football through a tire swing. He had no luck until the word Levitra 
flashed on the screen. In the next scene, the man is being embraced by a woman. 

Do you believe this type of ad is beneficial to consumers? Should pharmaceutical 
companies be required to clearly state what the product is for in addition to listing 
the risks and benefits associated with the product? 

Answer. FDA believes consumer-directed advertisements can play an important 
role in advancing the public health. There are a number of serious medical condi- 
tions that are undertreated in the United States. Conditions such as diabetes, de- 
pression, hyperlipidemia, and hypertension, left untreated, can have devastating ef- 
fects in patients. We believe the public health is benefited when consumer-directed 
promotion provides information that encourages patients to speak with their doctors 
and get their serious medical conditions treated. The benefit depends critically on 
the participation of the physician, who must devise a treatment plan, consider alter- 
native treatments, and monitor the patient’s response to treatment. But we believe 
the role of DTC advertising in initiating contacts is important for these serious con- 
ditions. The advertisement you described, which is a so-called “reminder ad,” how- 
ever, contains little useful information. 

There are 2 types of product promotion for prescription drugs. The first type is 
full product promotion, which must clearly state the indication (approved use) of the 
advertised drug and must provide balancing risk information about the drug. In ad- 
dition, any claims that are presented in the advertisement must be substantiated. 
These ads can remind patients to see physicians about serious illness. The second 
type is reminder promotion. Reminder advertisements are advertisements that call 
attention to the name of the drug product but do not include indications or dosage 
recommendations for use of the product, or any other representations or suggestions 
about the product. Reminder advertisements contain the proprietary name of the 
drug and the established name of each active ingredient. They may also contain ad- 
ditional limited information, such as the name of the company, price, or dosage 
form. These advertisements are exempt from the FDA regulations that require that 
the indication and risks of the product be presented. However, if a supposed re- 
minder advertisement includes more information than is allowed, it is considered to 
be a full product advertisement and must include the indication and risk informa- 
tion or it is in violation of FDA regulations. 
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Although reminder advertisements are legal, PhRMA has encouraged companies 
not to run reminder television advertisements to consumers but rather to run only 
full product ads. Principle #10 of PhRMA Guiding Principles — Direct to Consumer 
Advertisements About Prescription Medicines states “DTC television advertising 
that identifies a product by name should clearly state the health conditions for 
which the medicine is approved and the major risks associated with the medicine 
being advertised.” Note that these are voluntary guidelines and only apply to tele- 
vision advertisements. Below is the link to PhRMA Guiding Principles, http:// 
www.phrma.org/files/DTCGuidingprinciples.pdf. The Agency encourages companies 
to follow these guidelines so that consumer-directed television ads provide the public 
with both indication and risk information for advertised drugs. 

Question. In fiscal year 2006, the FDA spent slightly more than $1 million to mon- 
itor DTC ad content. A total of 8 full time staff are responsible for reviewing all 
DTC ads. Do you believe that the FDA has adequate resources to review DTC ad 
content? 

Answer. The Center for Drug Evaluation and Research devotes 13 full time 
equivalents (representing some full-time staff and portions of time spent by other 
staff). With these resources, we cannot review every one of the nearly 11,000 DTC 
promotional pieces disseminated by companies annually. We are proposing to rec- 
ommend a program (separate from, but related to PDUFA IV) assessing user fees 
for advisory reviews of DTC television advertisements. These new fees would pro- 
vide sufficient resources for FDA to hire additional staff to review television advi- 
sory submissions in a predictable, timely manner. FDA anticipates collecting $6.25 
million in annual fees during the first year of the program to support 27 additional 
staff. 

Question. According to a recent GAO report, from 2004 to 2005, by the time the 
FDA acted to stop misleading ad campaigns, more than half of the ad campaigns 
had already ended. Should the FDA be required to approve DTC ads before they 
are broadcast? 

Answer. FDA does not have the legal authority to require that broadcast ads be 
approved before they are publicly used. In the event that FDA was given the author- 
ity to pre-approve certain ads, as noted in Question 3 above, it would require an 
increase in staff resources to perform this review and approval in a timely manner. 

DRUG IMPORTATION 

Question. Do you believe that prescription drugs sold in brick and mortar phar- 
macies in Canada are safe? 

Answer. Prescription drugs sold in brick and mortar pharmacies in Canada are 
regulated by Health Canada, the Canadian Federal department responsible for their 
approval. For this reason, tbe Administration can only comment on those products 
that fall under FDA regulatory authority. FDA can only assure the safety and effi- 
cacy of products that have been approved for marketing in the United States. 

Question. Under current law, drug companies are free to manufacture prescription 
drugs in other countries and import them for sale in the United States. About one- 
quarter of the drugs sold in the United States today are made in other countries 
and imported to the United States for sale by pharmaceutical manufacturers. If im- 
portation can be deemed safe for manufacturers, why can’t it be made safe for con- 
sumers? 

Answer. Drug companies can manufacture prescription drugs in other countries 
and import them for sale in the United States only if they fulfill FDA’s regulatory 
requirements. Foreign drug establishments must be registered with FDA and com- 
ply with all regulations that apply to domestic drug establishments. This includes 
submission of all qualifying information with each drug product and being subject 
to inspections to insure the integrity of the product and the manufacture, process, 
handling, and storage of the product. It is only under these conditions that FDA can 
confirm the integrity of the product and allow importation of these products. 

Unapproved products pose a public safety concern since they are produced outside 
of this closed regulatory system. Unapproved products may include counterfeit drug 
products that may be making their way into the United States distribution system 
through consumers purchasing drug products from unregulated sources, such as the 
internet. Patients are at risk when they purchase these products from rogue 
websites, as it is uncertain whether the product they receive is genuine or counter- 
feit, contains inert or harmful ingredients, or contains sub-potent or super-potent 
amounts of the active ingredient. FDA does not have the resources to expand inspec- 
tion capabilities to all possible sites from which a consumer may obtain unapproved 
drug products. 
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The HHS Drug Importation Task Force Report issued in December 2004 outlined 
the measures that would be needed to implement an importation program that pro- 
vides adequate safeguards and resources to ensure that the imported drugs are safe 
and effective. A program that does not take these measures into consideration, regu- 
lated or not, would perpetuate the “buyer beware” situation that is currently occur- 
ring and consumers would continue to put themselves at risk for harm by importing 
unapproved drugs into the United States for personal use. 

The Task Force found that under such a system, importing drug products would 
yield minimal cost savings. Based on observations during a recent survey of pack- 
ages intercepted at an international mail facility, FDA Office of Criminal Investiga- 
tions suggests that cost savings for imported drugs is already questionable. Of over 
400 drug products assessed, approximately 50 percent were available as United 
States approved generic drug products. Further examination revealed that more 
than 40 percent of the generic drug products were available through national retail 
pharmacy chain programs that offer generic prescriptions for $4 each — which is like- 
ly less than the cost of shipping. 

Question. Wouldn’t a regulated system be safer than what is occurring today? 

Answer. The current system is regulated; the Food Drug and Cosmetic Act, or 
FD&C Act, gives the Secretary of HHS the authority to regulate drug products in 
the United States through FDA. Currently FDA does not have the resources or a 
regulatory mechanism to assess the safety and effectiveness of drug products im- 
ported into the United States outside of the existing closed distribution system. To 
effectively assess the safety and efficacy of these imported drug products, a new 
mechanism for the review and approval of these products would need to be created. 
This could entail creating a program similar to the generic drug program, which de- 
termines therapeutic equivalence of generic drug products. This is achieved by a 
thorough scientific review of chemistry, manufacturing and controls, clinical bio- 
equivalence studies comparing the innovator product to the generic product, and la- 
beling. Clinical, analytical, and manufacturing sites are subject to inspection by the 
agency. Creation of this program is impractical since it would require additional re- 
sources well beyond those currently available and allow for the approval of foreign 
generic products without regard to intellectual property protections of the innovator 
drug product. 

Consumers are likely to continue to purchase drug products from foreign or rogue 
websites. It is important to recognize that many who attempt to purchase medica- 
tions from foreign sources are not doing so as a cost-savings measure, but are seek- 
ing to circumvent the need for a legitimate doctor’s prescription. As a public health 
agency, FDA understands the importance of protecting the public health not only 
through regulation and enforcement, but also through education and collaboration. 
FDA’s website is replete with consumer information about drug importation, buying 
drugs online, counterfeit drugs, enforcement activities, potential public health 
threats, as well as resources to report problems with FDA regulated products or 
websites that could be selling counterfeit or harmful products. 

PENDING APPROVAL OF CEFQUINOME 

Question. The Washington Post recently reported that the FDA is on the verge 
of approving cefquinome for use in animals, despite a warning from the FDA’s Vet- 
erinary Medical Advisory Committee that approving cefquinome for use in animals 
may erode the effectiveness of a related drug that is used to treat human infections. 
I understand that that FDA will likely approve cefquinome because of a guidance 
document (Guidance #152) that was issued in 2003. The guidance makes it hard for 
the FDA to reject any drug unless it is clear that the use of the drug in animals 
will reduce the effectiveness of antibiotics that are used to treat food-borne illnesses 
in humans. Why is the threat assessment in Guidance #152 limited to food-borne 
illnesses? 

Answer. First, we would like to clarify that Guidance 152 is “guidance” and, 
therefore, provides nonbinding recommendations on an approach for evaluating anti- 
microbial drugs as part of the new animal drug approval process. In developing this 
guidance, FDA obtained broad stakeholder input through public meetings and 
through publication of a draft document. The guidance document was first published 
as a draft for public comment in September 2002, consistent with the Agency’s Good 
Guidance Practices Regulations. 

After considering public comment on the draft document, FDA issued a final guid- 
ance in October 2003. The guidance outlines an approach for conducting a quali- 
tative risk assessment to evaluate the likelihood that an antimicrobial drug used 
to treat an animal may cause an antimicrobial resistance problem in humans con- 
suming food from that animal. The guidance focuses on food-borne pathogens be- 
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cause FDA believes that human consumption of animal-derived foods represents the 
most significant pathway for human exposure to antimicrobial resistant bacteria 
that have emerged or been selected as a consequence of antimicrobial drug use in 
animals. Nonetheless, as stated in the guidance, although FDA’s primary focus will 
be food-borne pathogens, other bacteria may be considered when deemed necessary. 
The risk assessment approach recommended in the guidance includes three key ele- 
ments that are collectively considered in determining an antimicrobial drug’s poten- 
tial risk to humans if used to treat food-producing animals. The first is the “release 
assessment,” which estimates the probability that resistant bacteria will be present 
in animals as a result of the proposed use of the new antimicrobial drug. The second 
is the “exposure assessment,” which gauges the likelihood that humans would ingest 
the resistant bacteria from the relevant food product. The third is the “consequence 
assessment,” which assesses the probability that human exposure to the resistant 
bacteria would result in adverse human health consequences. 

The input for the “consequence assessment” component is based on a system, de- 
veloped as part of the guidance, for ranking the importance of antimicrobial drugs 
in human medicine. The ranking system, included as Appendix A of the guidance, 
results in a drug being ranked as Important, Highly Important, or Critically Impor- 
tant to human medicine. This ranking system was developed in collaboration with 
physicians at FDA’s Center for Drug Evaluation and Research (CDER), CDER’s 
Anti-Infective Drugs Advisory Committee, and the Centers for Disease Control and 
Prevention (CDC). The criteria for ranking human importance considers factors in- 
cluding whether the antimicrobial (1) is used to treat food-borne infection; (2) is a 
sole therapy or one of limited therapies to treat serious human disease, or is an es- 
sential component among many antimicrobials in the treatment of human disease; 
(3) is used to treat enteric pathogens in non-food-borne disease; and (4) is a drug 
for which cross-resistance or co-resistance to other drugs is a concern. Therefore, the 
human importance ranking process and, hence the consequence assessment compo- 
nent, considers a number of relevant factors in addition to whether the drug is im- 
portant for treating food-borne disease. 

Based on a consideration of the release, exposure, and consequence components 
of the assessment, the guidance outlines an approach by which the animal drug in 
question is placed into one of three risk categories. The guidance outlines examples 
of risk management steps that FDA may apply to an antimicrobial drug based on 
the risk category such as the level of concern to human health. These range from 
denying the approval if the drug is not shown to be safe to approving the application 
with certain restrictions on its use. 

We reiterate that the final decision regarding the safety of an antimicrobial drug 
is not driven solely by Guidance 152. Pursuant to the Federal Food, Drug, and Cos- 
metic Act, FDA’s decision regarding whether to approve a new animal drug applica- 
tion is driven by factors that include (1) whether such application included adequate 
tests to determine whether or not the drug is safe, (2) whether the results of such 
tests show the drug is unsafe or do not show the drug to be safe, or (3) whether, 
based on information either in the application or otherwise available to FDA, there 
is sufficient information to determine that the drug is safe. 

In regard to the drug cefquinome, FDA has not made a final decision regarding 
its approval. FDA is currently reviewing the comments from its Veterinary Medical 
Advisory Committee, carefully reviewing the drug’s assessment under Guidance 152, 
and considering any and all other information relevant to the safety of the drug. 

Question. I understand that the World Health Organization recommends that ani- 
mal drugs should only be approved if the use of the drug would not result in resist- 
ance to any antibiotic that is important to fighting human disease. Why is the scope 
of the FDA standard much narrower? 

Answer. FDA recognizes that food-borne human exposure to antimicrobial resist- 
ant bacteria is complex and often involves contributions from other sources of expo- 
sure, for example, direct contact between animals and humans, introduction of re- 
sistant bacteria, and resistance determinants into the environment. However, FDA 
believes that evaluating antimicrobial new animal drug safety relative to the most 
significant exposure pathway, such as the food-borne pathway, is the best way to 
qualitatively assess the risk of antimicrobial drug use in food-producing animals. 
Nonetheless, as stated in Guidance 152, non-food-borne bacteria may be considered 
when deemed necessary; for example, uncertainties regarding the contribution of 
other exposure pathways may be considered during the development of appropriate 
risk management strategies. 

In developing criteria for ranking antimicrobial drugs with regard to their impor- 
tance in human medicine, FDA considered broad issues associated with the efficacy 
of drugs in human medicine and factors influencing the development of anti- 
microbial resistance. Specific factors include the usefulness of the drug in food-borne 
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infections, the types of infections treated, the availability of alternative therapies, 
the uniqueness of the mechanism of action, and the ease with which resistance de- 
velops and is transferred between organisms. 

The World Health Organization (WHO) has also developed a system for ranking 
antimicrobial drugs with regard to their importance to human medicine. However, 
the WHO approach differs somewhat than the approach adopted by FDA. WHO de- 
termines the critical nature of an antimicrobial drug based on its use as the sole 
therapy or one of few alternatives to treat serious human disease, and on its use 
to treat diseases caused by organisms that may be transmitted via non-human 
sources or diseases caused by organisms that may acquire resistance genes from 
non-human sources. WHO is looking broadly at diseases worldwide that may not be 
present in the United States. 

As mentioned previously, FDA believes that human consumption of animal-de- 
rived foods represents the most significant pathway for human exposure to anti- 
microbial resistant bacteria that have emerged or been selected as a consequence 
of antimicrobial drug use in animals. 

Question. Should the burden be on the drug companies to prove that using a drug 
to treat animals poses no risks to human health? 

Answer. Drug companies are required to submit as part of a new animal drug ap- 
plication (NADA) full reports of adequate tests by all methods reasonably applicable 
to show whether or not the new animal drug is safe and effective. For animal drugs 
intended for use in food-producing species, this requirement includes safety with re- 
gard to human health. 

FDA does not normally do the actual testing, but rather evaluates the results of 
testing that is submitted as a component of an NADA. In the case of NADAs for 
antimicrobial drugs intended for food-producing animals, FDA’s Guidance 152 pro- 
vides recommendations to industry on an approach for evaluating safety concerns 
related to antimicrobial resistance. FDA considers an antimicrobial new animal 
drug to be “safe” with regard to human health if it concludes that there is reason- 
able certainty of no harm to human health from the proposed use of the drug in 
food-producing animals. 


Questions Submitted by Senator Richard J. Durbin 

DIETARY SUPPLEMENTS 

Question. Late last year, Congress enacted a law that requires manufacturers of 
dietary supplements to report serious adverse events that result from the use of 
their products. The supplement ephedra caused seizures and strokes and the loss 
of over 150 lives before it was finally taken off the market. The new law will provide 
an important early warning system and is a first step in addressing safety concerns 
with supplements. Have you developed a timeline for developing regulations? What 
resources will the Food and Drug Administration (FDA) need to implement the law? 

Answer. The Dietary Supplement and Nonprescription Drug Consumer Protection 
Act requires by December 22, 2007, that the labels of dietary supplements include 
a domestic address or phone number which persons can use to submit adverse event 
reports (AERs) to the manufacturer, packer, or distributor of the product, and de- 
clares dietary supplements misbranded if they are labeled on or after this date with- 
out this information. In addition, the firm whose name and address appears on the 
supplement label must submit to FDA any serious adverse event reports associated 
with the use of the supplement within 15 business days of receiving the report. Any 
new medical information received within a year of the initial report must also be 
submitted to the Secretary within 15 days of receipt. The reporting and labeling re- 
quirements for industry are self-implementing. 

The new law directs FDA to issue guidance by September 18, 2007, on the min- 
imum data elements that should be included in a serious adverse event report for 
a dietary supplement, and to develop systems to consolidate duplicate reports of, 
and new medical information related to, a serious adverse event into a single AER. 
Before issuing final guidance on the minimum data elements that should be in- 
cluded in a serious adverse event report for a dietary supplement, CFSAN intends 
to publish draft guidance and solicit comments from the public, in accordance with 
FDA’s good guidance practice regulations. CFSAN already has processes in place to 
consolidate duplicate AERs and new medical information on existing AERs so that 
all information about a given adverse event appears in a single report, as required 
by the new law. 
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With respect to resources for Public Law 109-462, no funding for implementation 
was provided in the fiscal year 2007 appropriation and no funding was requested 
in the President’s fiscal year 2008 budget. 

Currently, the agency has been performing tasks that will contribute to the full 
implementation of the new law. For example, FDA performed a gap analysis be- 
tween the FDA 3500A MedWatch form and the capabilities of the current CFSAN 
Adverse Events Reporting System (CAERS). This analysis shows that CAERS needs 
software modifications to receive fields on the 3500A MedWatch form. 

In addition, the agency is planning the additional work activities needed to fully 
implement the law. These work activities will include developing several business 
processes, making significant Information Technology (IT) improvements to the ex- 
isting CAERS, and modifying contracts providing records management and IT sup- 
port. To accommodate the significant adverse event reports expected to result from 
mandatory reporting, CFSAN plans to modify CAERS to accept AERs electronically 
via the MedWatch Plus initiative, which will include modifications to accommodate 
dietary supplements. 


ADVISORY COMMITTEES 

Question. The credibility of FDA’s decisions is seriously undermined when its ad- 
visory committee members have financial ties to the industries whose products they 
are reviewing. I think the FDA has too readily granted waivers to existing conflict 
of interest laws. In July, FDA announced a plan to strengthen the advisory com- 
mittee process. And in January, as part of its response to drug safety recommenda- 
tions from the Institute of Medicine, FDA said it would issue three guidances on 
advisory committees in 2007. Can you tell me what issues FDA is looking at and 
when we can expect to see those guidances? 

Answer. FDA has been engaged in a high level review of our advisory committee 
processes. We are committed to making the FDA advisory committee process even 
stronger and better understood so that the public has confidence in the integrity of 
advisory committee recommendations. Our goals are to increase the consistency, 
predictability, and transparency of the process. As part of our efforts to improve ad- 
visory committee processes, we announced that we would develop three new guid- 
ance documents in furtherance of these goals. One of these guidances has already 
gone on display at the Federal Register, and we plan to issue the other two in the 
near future. The first guidance will help ensure that briefing materials prepared for 
advisory committee members are made available to the public and will assist spon- 
sors and others in preparing and submitting such briefing materials to FDA. The 
second draft guidance will provide guidelines for reviewing conflicts of interest and 
determining who may participate in FDA advisory committee meetings. This draft 
guidance will also simplify the process for determining who may participate in advi- 
sory committee meetings and will recommend a consistent and predictable decision- 
making process for all FDA advisory committees. FDA’s third draft guidance docu- 
ment on disclosure of conflicts of interest and waivers for advisory committee mem- 
bers will bring increased transparency to FDA’s waiver process by making addi- 
tional information about waivers and members’ conflicts of interest available on 
FDA’s website. 


FOOD SAFETY 

Question. The Government Accountability Office (GAO) recently designated food 
safety as one of the high risk Federal Government programs. In addition to the 
GAO’s report, the spinach and Taco Bell E. coli outbreaks last year and the recent 
outbreak of salmonella in peanut butter underscore the need for increased food in- 
spections. 

Although FDA’s overall funding has been steadily increasing since 2001, the budg- 
et for FDA’s core functions, including the Center for Food Safety and Applied Nutri- 
tion has been slowly eroding since 2002. FDA regulates 80 percent of the food sup- 
ply. According to FDA, staffing is the main barometer of FDA resources. The total 
staff is not increasing even though the workload continues to increase. What is FDA 
doing to ensure that the incidence of food-borne illnesses decreases? Does FDA have 
any plans to increase the number of food inspectors on its staff? 

Answer. FDA uses a risk-based approach to allocate available resources. When 
outbreaks occur FDA moves resources to address the immediate need to protect pub- 
lic health. Since 1998, FDA has increased efforts toward minimizing food safety haz- 
ards associated with fresh produce. For example, we have been and are working 
with industry as it develops commodity-specific safety guidelines for a number of 
fresh produce products, including lettuce and leafy greens, melons, and tomatoes; 
food safety guidelines for green onions and herbs are being drafted. We also recently 
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issued the draft final guidance for fresh-cut produce. We are holding public meetings 
to allow us to gather comments, data, and other useful scientific information about 
current agricultural and manufacturing practices, risk factors for contamination of 
fresh produce, and possible steps we can take to enhance the safety of fresh produce. 
In addition, FDA launched a multi-year Leafy Greens Safety Initiative with assess- 
ment, research and communication components. This Initiative is a collaboration be- 
tween FDA, the California Department of Health Services and the California De- 
partment of Food and Agriculture, intended to reduce public health risks by 
proactively focusing on the product, agents, and areas of greatest concern in ad- 
vance of an outbreak. We are looking at using this Initiative as a model for other 
commodities, such as tomatoes. 

For fiscal year 2008 we have requested a total of $10.6 million for additional food 
safety activities. We consider this amount as an initial deposit on the many activi- 
ties that are necessary to continue our campaign for improved food safety. Funds 
will be used to begin to address the lifecycle of produce production; to develop better 
methods to detect and attribute foodborne illness outbreaks, to increase sampling 
and traceback capabilities; to develop and update guidance to prevent and reduce 
outbreaks; to obtain additional expertise in the production and processing of fresh 
produce; and to enhance our response to foodborne outbreaks. 

The $5.5 million that the Office of Regulatory (ORA) requested as part of the 
Strengthening Food Safety Initiative in the fiscal year 2008 President’s Budget re- 
quest will not result in an increased number of food safety inspections. Funding will 
be used to enhance ORA’s ability to more rapidly trace back foodborne disease out- 
breaks and to work proactively to encourage growers and processors to implement 
good agricultural practices and other interventions designed to prevent contamina- 
tion of food. ORA will develop, train, and equip teams to work with State partners 
in large produce-growing regions. Funding will also be used to accelerate develop- 
ment of an import decision-making IT system capable of detecting high-risk food 
shipments before they enter U.S. commerce. While FDA already has systems that 
are used to identify and target certain high-risk import shipments, the new system 
will increase current capabilities by providing for automated review and trending 
of the results of field examinations and analyses of samples, identifying candidates 
for detention without physical examination; it will score each entry line on the basis 
of risk factors and surveillance requirements, for an automated, real-time decision 
on action to be taken; and, it will incorporate exogenous data with available FDA 
operational data to create a broader picture for each shipment. 


Questions Submitted by Senator Jack Reed 

SUNSCREEN MONOGRAPHS 

Question. The FDA Reform Act of 1997 directed your agency to complete a sun- 
screen monograph, which will guide UVA and UVB labeling information for over- 
the-counter (OTC) sunscreen products. The fiscal year 2006 Agriculture Appropria- 
tions conference report again included language directing the FDA to complete the 
sunscreen monograph, within 6 months of passage of the agriculture appropriations 
bill. That bill was signed into law on November 10, 2005. The FDA began drafting 
this monograph for sunscreen products in 1978 and has yet to complete it. Mean- 
while, another summer season is approaching and millions of consumers will again 
use sunscreen products that provide half the protection. As you know, around 
60,000 people worldwide die each year from skin cancer caused by too much sun 
exposure. 

Why is the FDA unable to complete this monograph despite repeated requests 
from Congress, the public health community, and health care providers? 

Answer. Revisions to the stayed final sunscreen monograph that address the issue 
of measuring protection against UVA rays, including UVA and UVB labeling re- 
quirements, involve the resolution of complex scientific and legal issues, both of 
which have contributed to this lengthy process. 

Question. What is the status of the monograph and how much longer can we ex- 
pect to wait before a final monograph will be available? 

Answer. On May 12, 1993, FDA published a tentative final monograph (TFM) that 
included UVB testing and labeling requirements. On May 21, 1999, FDA published 
a final monograph (FM) for OTC sunscreen drug products. The FM included UVB 
testing and labeling requirements, but deferred UVA testing and labeling require- 
ments to a future publication. On December 31, 2001, FDA stayed the December 
31, 2002, effective date of the FM to develop a comprehensive monograph that ad- 
dresses formulation, labeling and testing requirements for both UVB and UVA radi- 
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ation protection. The proposed rule that addresses formulation, labeling and testing 
requirements for both UVB and UVA radiation protection has been written and is 
in final FDA clearance. 

Question. Once the final monograph is completed, how much longer will it take 
for skin screen manufacturers and makers of skin care products that include sun- 
screen to adopt necessary changes to their products? 

Answer. FDA cannot provide an exact time estimate, but the agency is aware 
there are many factors involved for manufacturers to implement necessary changes 
to their products, such as the seasonal nature of the sunscreen industry, time re- 
quired for product testing and relabeling and economic impact considerations for the 
industry and consumers. All of these factors affect the speed with which changes 
can be made to products and how quickly the products reach the market. 

Question. As the former Director of the National Cancer Institute, could you talk 
about the potential health impact of excess exposure to UVA rays? 

Answer. Ultraviolet (UV) rays are a part of sunlight that is an invisible form of 
radiation. UV rays can penetrate and change the structure of skin cells. UVA is the 
most abundant source of solar radiation at the earth’s surface and penetrates be- 
yond the top layer of human skin. Scientists believe that UVA radiation can cause 
damage to connective tissue and increase a person’s risk for developing skin cancer. 
UV exposure appears to be the most important environmental factor in the develop- 
ment of skin cancer. A person’s risk of skin cancer is related to lifetime exposure 
to UV radiation. Most skin cancer appears after age 50, but the sun damages the 
skin from an early age. 

Skin cancer is the most commonly occurring cancer in the United States. Basal 
cell carcinoma and squamous cell carcinoma are the most common forms of skin 
cancer, but are easier to cure than melanoma. The number of new cases of skin can- 
cer appears to be increasing each year. 

It is important to decrease UV exposure by limiting time in the sun, wearing pro- 
tective clothing, and using a sunscreen. 


Questions Submitted by Senator Robert F. Bennett 

COUNTERFEIT DRUGS 

Question. Dr. von Eschenbach, earlier this month, FDA notified consumers that 
a number of Americans who had placed orders over the internet for common pre- 
scription drugs instead received a product that contained a very powerful anti-psy- 
chotic drug. As a result of taking these fake products, consumers had to seek emer- 
gency medical treatment for symptoms such as difficulty in breathing, muscle 
spasms and muscle stiffness. FDA warned consumers not to purchase prescription 
drugs off the internet unless they were certain that the internet sites were legiti- 
mate pharmacy sites. 

In your opinion, how prevalent are counterfeit drugs in the United States? 

Answer. We believe that in the United States, counterfeit drugs are quite rare. 
By all accounts, the overwhelming majority of prescription drugs sold in the United 
States are genuine, FDA-approved drug products. While we have no direct quan- 
titative evidence about the prevalence of counterfeit drugs, we believe that counter- 
feit drugs represent significantly less than 1 percent of the total U.S. drug supply. 

Question. Please explain the steps FDA is taking to find and prosecute counterfeit 
drug manufacturers. 

Answer. The FDA Office of Criminal Investigations, OCI, actively elicits and re- 
ceives information from many entities to identify counterfeit drug sources, including 
industry, the public and other domestic law enforcement agencies. OCI also coordi- 
nates counterfeit drug investigations with several foreign counterparts, especially 
those in China, Israel, the Netherlands, and Canada, to enhance criminal investiga- 
tions. These efforts continue to produce positive outcomes for both OCI and its for- 
eign counterparts. OCI will continue to aggressively pursue counterfeit drug inves- 
tigations with law enforcement partners in foreign countries as well as with Fed- 
eral, State, and local law enforcement here in the United States. 

As an example, in September 2006, an individual from China was arrested by offi- 
cers of the Hong Kong Customs and Excise Department based on a Federal arrest 
warrant issued by the U.S. District Court for the District of Colorado. The defendant 
was arrested in Hong Kong after meeting with an undercover OCI agent who posed 
as a buyer of over 400,000 counterfeit Cialis® and Viagra® tablets. This investiga- 
tion also involved the sale of several thousand counterfeit Tamiflu® capsules that 
were manufactured in China and shipped to the United States. Information devel- 
oped by OCI and Immigration and Customs Enforcement, or ICE, was shared with 
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Chinese authorities had already led to the August 2006 arrests of four individuals 
in China. In addition to the arrest in Hong Kong, three other defendants in the 
United States have pled guilty to counterfeit drug charges. Furthermore, informa- 
tion developed during this joint OCI, ICE counterfeit drug investigation was the 
basis for another counterfeit Percocet® investigation in Philadelphia, Pennsylvania 
which resulted in a sentence of 32 months incarceration for the defendant. 

Question. Since many counterfeit products come from other countries, does FDA 
receive adequate assistance from foreign governments to find and prosecute drug 
counterfeiters? 

Answer. The adequacy of assistance the Office of Criminal Investigations, or OCI, 
receives from foreign governments depends on the respective governments involved. 
OCI has had success with foreign governments regarding counterfeit drug investiga- 
tions, but increased cooperation, collaboration, and strengthening of relationships 
with foreign governments would lead to enhanced identification and prosecution of 
counterfeit drug operations. Our success is limited because OCI does not have a for- 
eign presence in countries such as China and therefore, OCI must leverage its re- 
sources with other agencies such as the Immigration and Customs Enforcement, or 
ICE and the Drug Enforcement Administration or DEA, which do have a presence 
in other countries. 

In another example of assistance OCI receives from foreign governments, an indi- 
vidual from the State of Washington was indicted and arrested in September 2005 
for his involvement in the importation from China and subsequent distribution of 
counterfeit drugs, including Viagra®, Cialis® and Lipitor®. The defendant pled 
guilty to distributing counterfeit drugs and was sentenced in October 2006 to 10 
months of incarceration. In this joint OCI and ICE investigation, cooperation was 
sought and received from the Chinese government. As a result of this cooperation, 
the Chinese authorities arrested eleven individuals in China and recovered signifi- 
cant amounts of counterfeit drugs and counterfeit drug packaging. 

FDA PAY COSTS 

Question. During user fee negotiations this year, FDA and industry agreed that 
annual inflation for pay and benefit costs is approximately 5.8 percent. This calcula- 
tion was based on a moving 5-year average. However, the budget request includes 
only a 3.0 percent increase for pay costs. 

Why does the budget request not include the total amount for pay? 

Answer. In the fiscal year 2008 President’s Budget FDA requested an increase of 
$21.77 million for the 3 percent mandated cost-of-living increase for employees, 
which is in concurrence with the Administration’s policy. Funding the annual pay 
increase enables FDA to perform its public health mission. 

Question. What is the rationale for shortchanging basic inflationary costs in the 
budget? 

Answer. In the fiscal year 2008 President’s Budget FDA requested an increase of 
$21.77 million for the 3 percent mandated cost-of-living increase for employees, 
which is in concurrence with the Administration’s policy. Funding the annual pay 
increase enables FDA to perform its public health mission. 

Question. How do pay shortfalls affect the ability of FDA to utilize initiative in- 
creases, such as food safety or drug safety, to the fullest extent? 

Answer. In the fiscal year 2008 President’s Budget FDA requested an increase of 
$21.77 million for the 3 percent mandated cost-of-living increase for employees, 
which is in concurrence with the Administration’s policy. 

Funding the annual pay increase enables FDA to perform its public health mis- 
sion. Without these funds, FDA must reduce the number of inspectors, medical and 
consumer safety officers, food safety technologists, medical product reviewers, 
postmarket safety experts, and other public health experts to meet higher payroll 
obligations. These workforce reductions would limit FDA’s ability to safeguard the 
American public. 

Question. How does under-budgeting for pay affect FDA staffing and future budg- 
et requests? 

Answer. In the fiscal year 2008 President’s Budget FDA requested an increase of 
$21.77 million for the 3 percent mandated cost-of-living increase for employees, 
which is in concurrence with the Administration’s policy. 

Funding the annual pay increase enables FDA to perform its public health mis- 
sion. Without these funds, FDA must reduce the number of inspectors, medical and 
consumer safety officers, food safety technologists, medical product reviewers, 
postmarket safety experts, and other public health experts to meet higher payroll 
obligations. These workforce reductions would limit FDA’s ability to safeguard the 
American public. 



710 


GENERIC DRUG REVIEW FISCAL 2007 FUNDING 

Question. The fiscal 2007 joint resolution provided an increase of $5 million for 
the Office of Generic Drugs. 

How does FDA plan to use this funding and how will generic drug review per- 
formance be enhanced as a result of the additional funding? 

Answer. The $5 million increase to the office of generic drugs in fiscal year 2007 
will allow FDA to help make up for lost performance, due to the loss of 10 FTE 
under the continuing resolution. The Center for Drug Evaluation and Research, or 
CDER, currently is recruiting to backfill these lost positions. In fiscal year 2008 this 
$5 million increase is expected to yield an additional 10 approvals a month, once 
all of the reviewers have been hired and trained to conduct reviews. FDA expects 
that it will take at least 1 year to recruit and train staff for the Office of Generic 
Drugs. 

Question. What is the current backlog for generic drug applications? 

Answer. There is currently a backlog of about 1,300 original generic applications 
as of the end of February 2007. 

FDA ALLIANCE REQUEST FOR FDA FUNDING 

Question. Dr. von Eschenbach, a couple groups, the FDA Alliance and the Coali- 
tion for a Stronger FDA, have been lobbying for more money for FDA. They estimate 
that Congress needs to add $250 million in non-user fee funding this year to effec- 
tively fund FDA’s needs. This estimate is obviously well above the budget request 
for FDA. 

Are you aware of their analysis of FDA funding needs? 

Answer. We have read accounts of their analysis that has been reported in the 
press. 

Question. What do you think about their suggestion that FDA needs an increase 
of $250 million this year? 

Answer. This is an amount that greatly exceeds the President’s budget request. 

PROPOSED GENERIC DRUG USER FEE 

Question. The budget request includes a proposal to implement a generic drug 
user fee in fiscal 2008. According to FDA’s calculations, the fee will generate $15.7 
million in the first year. 

Has industry been receptive to this fee proposal? 

Answer. We are currently exploring with industry the possibility of user fees for 
generic drugs. 


PROPOSED RE-INSPECTION USER FEE 

Question. For the second year, FDA is proposing a re-inspection user fee, which 
will require manufacturers to pay for the full cost of follow-up inspections when 
FDA must revisit facilities because of initial bad inspection reports. FDA plans to 
collect $23.2 million in fiscal 2008 as a result of this fee. 

Please explain for what services these fees are intended to be collected. 

Answer. When FDA finds that a firm fails to comply with applicable FDA law, 
then FDA may take various regulatory actions to ensure the firm’s compliance. 
Often, the firm’s voluntary corrective action can address these compliance failures 
and thus preclude the need for FDA initiating any regulatory action. In other cases, 
agency regulatory action will mean that the firm can no longer market some or all 
of its products. For example, in some cases FDA will not grant export certificates, 
approve product applications, or award government contracts because of the firm’s 
compliance status. If a firm undertakes corrective action to achieve compliance, FDA 
will verify the appropriateness and completeness of the corrective action. For the 
firm to satisfy FDA’s concerns and, if regulatory action was taken, to resume its full 
ability to market products, FDA must reinspect the firm to confirm compliance. 

When a firm believes it has corrected its noncompliance and addressed FDA’s con- 
cerns, the timely reinspection by FDA to evaluate such compliance benefits the firm 
by allowing a quicker resolution of these compliance questions and, where applica- 
ble, allowing the firm to resume its full ability to market products. 

These user fees will permit FDA to act in a timely manner to ensure that non- 
compliant firms have taken appropriate corrective action and to facilitate the return 
of compliant firms to full marketing. Some of the activities that FDA performs in 
conducting reinspections include the scheduling and preparatory reinspection work 
by the FDA investigator, the reinspection itself, collecting and analyzing samples, 
preparing reports on the inspection, review and analysis by compliance officers, con- 
sulting with experts, and travel and administrative time. 
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Question. How does FDA determine the costs that each facility must pay for re- 
inspection? 

Answer. The Office of Regulatory Affairs determined the costs that each facility 
must pay for re-inspections based on the number of violative inspections in fiscal 
year 2006; the average length of time performing those inspections; and, the average 
cost of each Office of Regulatory Affairs FTE. 

Question. Would FDA charge small or start-up companies differently than larger, 
more established companies? 

Answer. The Secretary of Health and Human Services will establish reinspection 
fees to be collected based on the Secretary’s estimate of the cost to conduct reinspec- 
tions for a particular year. The legislation submitted to the Congress in fiscal year 
2007 for this proposal allows the Secretary to provide for waivers, reductions, or 
other adjustment of fees based on financial hardship or other circumstances as de- 
termined appropriate by the Secretary. 

Question. Has industry been receptive to this fee proposal? 

Answer. We are currently exploring with industry the possibility of user fees for 
resinspections. 


USER FEE REAUTHORIZATION 

Question. FDA is currently in the process of renegotiating the user fee agreements 
for prescription drugs and medical devices. These two user fee programs are crucial 
to maintaining FDA review times and bring in almost $400 million in revenue annu- 
ally. 

Please provide us with an update on the progress FDA and industry are making 
toward reauthorizing these programs. 

Answer. On March 23, 2007, the Secretary transmitted to key House and Senate 
authorizing committees the HHS/FDA recommendations for changes to the statute 
and to the performance commitment letter for the Prescription Drug User Fee Act 
IV, or PDUFA IV. These recommendations reflected the results of FDA’s discussions 
with the pharmaceutical and biotechnology industry, which concluded in November 
2006, and further revisions to the commitment letter based on public input received 
in response to the January 16, 2007 Federal Register notice publishing FDA’s pro- 
posed recommendations, and received at the PDUFA IV public meeting FDA held 
on February 16, 2007. FDA’s recommended changes to the statute and commitment 
letter are currently being reviewed by the Senate Health, Education, Labor and 
Pensions, or HELP, Committee staff and House Energy and Commerce Committee 
staff. 

FDA and the medical device industry have been discussing legislative rec- 
ommendations for the Medical Devices User Fee and Modernization Act, or 
MDUFMA, reauthorization since the fall of 2005. Almost all issues of interest to 
FDA and to industry have been resolved. We are working to resolve the outstanding 
issues very quickly. 


PANDEMIC INFLUENZA 

Question. In the fiscal 2006 supplemental, we provided $20 million for pandemic 
influenza preparedness. This funding was continued in the fiscal 2007 joint resolu- 
tion. 

What has FDA accomplished with this funding? 

Answer. FDA reports the following 12 activities have been accomplished with the 
funding: 

— engaged in efforts to build and enhance our infrastructure to support new vac- 
cine development and licensure for pandemic influenza, hired 75 employees 
with expertise in essential clinical, product safety, and manufacturing areas; 
initiated contracts to ensure facilities have needed surge capacity and being pre- 
pared to handle viruses at the Biosafety Level 3, which include laboratories crit- 
ical for vaccine testing 

— approved another influenza vaccine under the new accelerated approval path- 
way, giving consumers five FDA-licensed influenza vaccines 
— approved 35 influenza vaccine BLA supplements, which contribute to capacity 
building for seasonal and pandemic influenza vaccines 
— involved in activities to determine the potency of vaccines against a pandemic 
strain, develop tests and assays to ensure safety of cell cultures used to manu- 
facture vaccines, and explore requirements to prepare libraries of pandemic in- 
fluenza viral strains, so the strains are available for manufacturing vaccines 
— published two draft guidance documents outlining approaches that influenza 
vaccine developers can follow to ensure the safety and effectiveness of new vac- 
cines 
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— developed a Lot Release Information Technology System to support testing and 
release of vaccines to ensure safety and effectiveness 
— hosted a meeting with foreign regulatory authorities to discuss harmonizing 
regulatory pathways for pandemic influenza vaccines 
— participated in meetings on issues such as existing and “next generation” vac- 
cine production technologies, current Good Manufacturing Practices and re- 
search needs, and participated in a public-private working group to develop 
guidelines to assure the public of the safety of the food supply during an out- 
break in animals 

— provided technical assistance to support HHS decision making on the mix of 
antiviral medications to include in the Strategic National Stockpile 
— served as technical advisor to HHS and others on FDA regulation of masks and 
other personal protective equipment (PPE) and workplace guidance on the use 
of PPE during an influenza pandemic 

— conducted investigations and covert surveillance operations to detect counter- 
feit, impure, contaminated, sub-potent, or super-potent products that claim to 
prevent or treat seasonal or pandemic influenza 
— issued 41 warning letters to internet sellers of unproven bird flu cures and pre- 
ventatives. 

Question. How many pandemic influenza products have been approved? 

Answer. With the funding associated with the $20 million supplemental funding 
CBER has approved one influenza vaccine biologies license application, or BLA, 
Flulaval, which was a priority review, and 35 influenza vaccine BLA supplements, 
which contribute to capacity building for seasonal and pandemic influenza vaccines. 
In this same time frame, CBER held 28 meetings with influenza vaccine manufac- 
turers and received and reviewed 21 investigational new drug applications, or INDs, 
for influenza vaccines. 

In October 2006, CBER received the first U.S. BLA for a vaccine against H5N1 
influenza virus. FDA also designated this application as a priority review, which 
means that FDA will take an action on the application within 6 months of receiving 
it. In February 2007, CBER presented this application to the Vaccines and Related 
Biological Products Advisory Committee to obtain the Committee’s input regarding 
the safety and effectiveness of the vaccine. The action due date for this H5N1 vac- 
cine is April 17, 2007. If approved, this will be the first vaccine approved for H5N1, 
a potential pandemic influenza strain. 

FDA has also approved other pandemic influenza products with base funding used 
in both CDER and CDRH. There are four antiviral drugs currently approved by 
CDER at FDA to treat acute, uncomplicated influenza. Two related drugs, 
amantadine (approved 1966; Trade Name Symmetrel, also available as generic 
Amantadine Hydrochloride) and rimantadine (approved 1993; Trade Name 
Flumadine, also available as generic Rimantadine Hydrochloride), are approved for 
treatment and prevention of influenza A; however, many recent influenza viruses 
are resistant to these drugs, seriously limiting their usefulness. Two newer drugs, 
zanamivir (approved 1999; Trade Name Relenza; no approved generics) and 
oseltamivir phosphate (approved 1999; Trade Name Tamiflu; no approved generics), 
are approved for treatment of acute uncomplicated illness due to influenza A and 
B. Both zanamivir and oseltamivir are approved for preventive use. 

CDRH approved a diagnostic device for the detection of novel influenza (H5N1) 
which is directly related the Pandemic Influenza. This product is called the Influ- 
enza A/H5 (Asian lineage) Virus Real-time RT-PCR Primer and Probe Set. The test 
provides preliminary results on suspected H5 influenza samples within four hours 
once a sample arrives at the lab and testing begins. Previous testing technology 
would require at least 2 to 3 days to render results. If the presence of the H5 strain 
is identified, then further testing is conducted to identify the specific H5 subtype 
(e.g., H5N1). 

There are a number of devices regulated by FDA that would be in increased de- 
mand in a pandemic. Examples include devices such as ventilators, bacterial filters 
for breathing circuits, resuscitators, infusion pumps, IV administration sets, vac- 
cination needles, surgical masks, surgical respirators, gloves and gowns. None of 
these is specifically cleared for use in a pandemic, but carry more general labeling 
claims. CDRH assessed types, number and the increase in submissions for cleared 
products in increased demand during a pandemic. CDRH observed an increase in 
the number of clearances from an average of 0.5 respirators per year prior to Octo- 
ber 1 2005 to an average of 5.6 respirators per year between October 1, 2005 and 
February 27, 2007 — for a total of 8 respirators cleared in the latter time period. 
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RESEARCH REDUCTIONS TO BSE 

Question. Dr. von Eschenbach, the budget request includes a proposal to reduce 
research by $3.8 million. According to tbe budget request, one area where FDA 
plans to reduce research is on prohibited materials in animal feed. 

Why is FDA reducing funding for this research, especially when it is so critical 
to FDA’s role in reducing the risk that cattle will contract mad cow disease? 

Answer. The Center for Veterinary Medicine, or CVM, completed development of 
a real-time Polymerase chain reaction, or PCR, based method. Once field validation 
of the real-time method is completed, the field has a necessary tool to support en- 
forcement of the feed ban. Companies are not marketing new rapid test kits for de- 
tecting prohibited proteins in animal feeds; therefore, CVM does not have additional 
test kits to evaluate. 

The Office of Regulatory Affairs, or ORA, intends to absorb the reduction of 
$593,000 in the Animal Drugs and Feeds Program by reducing both personnel and 
operating funds for coordination activities in either the ORA Office of Enforcement; 
ORA Headquarters; or Compliance Officers and Public Affairs Specialists located in 
the Region and District Offices. Operating fund reductions will be taken in travel, 
training and meetings with State or industry officials to perform outreach activities 
in support of the Field Animal Drugs and Feed Program. Management and coordi- 
nation functions will continue by using electronic media?technology and realigning 
and consolidating coordination responsibilities to improve efficiencies. 

The research reduction allows CVM and ORA to fund the full cost of fiscal year 
2008 priority initiatives. 

MEDICAL DEVICE USER FEE AND MODERNIZATION ACT (MDUFMA) 

Question. I have paid close attention to the Medical Device User Fee and Mod- 
ernization Act (MDUFMA) review program, and this subcommittee has provided 
substantial appropriated dollars for the review of medical devices. 

How is FDA doing in regards to meeting the performance goals associated with 
the user fee program with the user fee and appropriated funding it has received to 
date? 

Answer. FDA has made excellent progress towards meeting the Medical Device 
User Fee and Modernization Act’s, or MDUFMA, complex and demanding perform- 
ance goals, and particularly so for the decision goals that both FDA and industry 
regard as the key indicators of performance. We review our performance at the end 
of each quarter, and I am providing a table for the record that summarizes total 
FDA progress on each goal through December 31, 2006. As soon as we have pre- 
pared similar information for the quarter that ends March 31, 2007, I will send you 
an updated table. 

Let me cite just three examples of our progress in meeting MDUFMA’s perform- 
ance goals from fiscal year 2003 through the end of 2006. For premarket approval 
applications and panel-track PMA supplements, we made 169 “FDA decisions” dur- 
ing that period, and we made 94.7 percent of those decisions within our target of 
320 days. For 180-day PMA supplements, we made 532 “FDA decisions” and we 
made 95.7 percent of those decisions within 180 days. And for 510(k) premarket no- 
tifications, we made 13,670 decisions, and we made 86.1 percent of these decisions 
within 90 days. 

I believe the performance we have achieved to date clearly demonstrates FDA’s 
strong commitment to pursuing and meeting MDUFMA’s performance goals. The 
proposals FDA and industry have developed to reauthorize medical device user fees 
for fiscal years 2008 through 2012 build on the progress we have made, and include 
a refined set of performance goals that provide a clear pathway to further improve- 
ments in our review of medical devices. 

[The information follows:] 
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Question. Would you be willing to adopt a method to determine incremental direct 
and indirect costs associated premarket application (PMA) and 510(k) device approv- 
als? 

Answer. FDA is committed to providing a full accounting of our use of those re- 
sources entrusted to us. To that end, we have established cost accounting systems 
that meet or exceed generally-accepted government accounting practices. As re- 
quired by the Chief Financial Officers Act of 1990, as amended, our records are sub- 
ject to periodic independent audits by the Office of Inspector General, or OIG. The 
OIG issued unqualified audit opinions on FDA’s financial statements for fiscal years 
1998 through 2004. This is the most favorable category of audit opinion. Auditors 
did not render an opinion on FDA’s financial statements for fiscal year 2005, pri- 
marily due to the mid-year conversion to the new HHS Unified Financial Manage- 
ment System. In fiscal year 2006, HHS incorporated the FDA financial audit as part 
of the HHS financial statement audit. We are pleased to report that HHS received 
an unqualified opinion on its financial statements. Our implementation of the Med- 
ical Device User Fee and Modernization Act of 2002, or MDUFMA, has been ad- 
dressed by three reports by the U.S. Government Accountability Office, which made 
no adverse findings and provided no recommendations for change. We have also pro- 
vided a MDUFMA financial report to Congress each year since the program was en- 
acted. 

FDA and industry discussed whether additional information was required for ade- 
quate oversight of our MDUFMA initiatives. Our joint recommendations for reau- 
thorization 6 months to discuss issues relating to performance and medical device 
user fees includes an agreement to meet informally every expenditures, including 
an FDA update on how funding is being used for the device review process, includ- 
ing investments in information technology and training. 

I believe these systems, safeguards, audits, oversight, reports, and commitments 
provide the necessary transparency concerning our costs and our use of resources. 

Question. What criteria does the agency use to determine the allocation and pri- 
ority for the distribution of staff and funding increases across FDA components, in- 
cluding offices, divisions, or branches resulting from the medical device user fees 
and related appropriated funding? 

Answer. I would describe our general approach as combining a risk-based assess- 
ment of our needs, and a focus on accomplishing our public health missions through 
the most efficient and effective means possible. FDA allocates medical device user 
fees and other medical device appropriations to best achieve FDA’s public health ob- 
jectives, performance goals and other expectations established under the Medical 
Device User Fee and Modernization Act of 2002 and its amendments. The user fees 
and additional appropriations provided to FDA under MDUFMA have been allo- 
cated to reflect the workload balance between the Center for Devices and Radio- 
logical Health, or CDRH, and the Center for Biologies Evaluation and Research, or 
CBER. Soon after Congress enacted MDUFMA, FDA estimated the percent of the 
device review workload that was performed in CDRH and the percent that was per- 
formed in CBER. FDA allocated its MDUFMA resources to CDRH and CBER using 
those percentages. 

Field resources are allocated among districts by the Office of Regulatory Affairs 
according to each district’s projected workload, such as Quality Systems Regulation 
and preapproval inspections of medical device establishments. 

Each Center and ORA is responsible for apportioning its overall resource alloca- 
tion to its offices, divisions, and branches. The general approach is to prioritize addi- 
tional needs and to allocate additional resources accordingly. 

Question. Are third party review and third party inspection programs useful? Is 
there anything that can be done to improve these programs? 

Answer. I believe that both the third-party inspection program and third-party re- 
views of 510(k) premarket notifications have the potential to be useful adjuncts to 
the corresponding FDA processes, helping us conserve and focus FDA’s resources. 

In implementing the third-party inspection program, FDA met all of the Medical 
Device User Fee and Modernization Act’s, or MDUFMA, statutory requirements and 
deadlines. We accredited 17 well-qualified organizations to conduct third-party in- 
spections. We trained third-party inspectors so they would fully understand FDA’s 
inspectional requirements. We prepared guidance to facilitate the understanding of 
the statutory requirements and the processes FDA would use to administer the pro- 
gram. We wrote to device establishments to make them aware of the program. De- 
spite these efforts, establishments have been reluctant to participate because of per- 
ceived procedural burdens. So far, only two establishments have requested and re- 
ceived a third-party inspection. 
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FDA is currently working on changes to this program as part of the MDUFMA 
reauthorization negotiations. I look forward to communicating these recommenda- 
tions to you and working with you to see that these changes are made. 

Although the third party 510(k) review program has grown significantly since it 
was established, the program has not yet saved FDA the resources that we had 
hoped we could reallocate to other 510(k) reviews. This is because all third party 
submissions undergo FDA quality review and because the training and continuing 
education of third parties remains resource intensive. 

Nonetheless, more than 1,300 510(k)s have undergone third-party review since 
the inception of the program, and the number of submissions has been rising stead- 
ily. During fiscal year 2006, the third-party program was responsible for 287 sub- 
missions, compared with just 107 5 years earlier, and accounted for about 7 percent 
of all 510(k)s. For some types of devices, third-party submissions account for a much 
larger share of our overall workload. For example, during the past 3 years, over 80 
percent of radiology devices have been reviewed through the third-party program. 

We have worked hard to ensure that third-party reviews meet our expectations 
for quality and completeness. When we observed some unevenness in the quality of 
third-party submissions, we provided additional guidance to FDA staff and third- 
party reviewers. We also believe that quarterly teleconferences with third-party re- 
viewers and continuous quality feedback from FDA review divisions will contribute 
to further quality improvement over time. We believe the program may further im- 
prove as third parties gain further review experience and proficiency that can be 
applied to subsequent reviews, and as FDA develops guidance documents for more 
devices. 


BIOLOGIC LICENSE APPLICATION APPROVALS 

Question. According to a recent news article, the Center for Biologies Evaluation 
& Research’s average time to approval of biologic license applications (BLAs) was 
18.9 months in 2006, almost doubling the previous year’s average of 9.3 months. 
This is a troubling statistic. 

What has caused the increase in review times and what steps is FDA taking to 
make improvements? 

Answer. The approval number quoted in the Pink Sheet article does not reflect 
a doubling of Agency review time from 2005 to 2006. Time to approval is the time 
from initial submission to final approval, including all the time that elapses while 
a company revises its application to correct deficiencies in its initial application. In 
fiscal year 2005, the Center for Biologies Evaluation and Research, or CBER, had 
eight biologies license application, or BLA, approvals, with all eight approved during 
the first review cycle. The review cycle is the time between application receipt and 
issuance of an action letter. Sometimes an application contains deficiencies that pre- 
vent CBER from approving the license application in the first review cycle. In this 
event, CBER issues what is known as a complete response letter. A complete re- 
sponse letter describes the deficiencies in the application, stops the review clock, 
and gives the company an opportunity to correct the deficiencies and resubmit its 
application. Sometimes companies can correct the deficiencies quickly by explaining 
or clarifying existing data or methods; other times companies must submit more 
data or even conduct completely new clinical trials before the application can be ap- 
proved. In 2005, because CBER was able to approve all BLAs in the first review 
cycle, total approval times were considerably shorter than if a complete response let- 
ter had been issued. 

In fiscal year 2006, CBER had five approvals: three during the first review cycle; 
one in the second review cycle; and one in the third review cycle. The approval that 
went through three review cycles took almost 53 months. Thirty-two of those 
months did not involve FDA review time. They were time between review cycles 
that the applicant used to address CBER’s complete response letters. With only five 
total approvals in fiscal year 2006, that one application — along with the other appli- 
cation that required more than one review cycle — skewed the average approval time 
significantly. The difference between the median approval time, which was 13 
months, and the average approval time, which was 19.4 months — the Pink Sheet’s 
figure differs because it includes Center for Drug Evaluation and Research-approved 
licenses, reflects the effect of the two applications that could not be approved in the 
first review cycle. 

In contrast, the CBER approvals in fiscal year 2005 were completed in extremely 
short times with no second review cycles required. The average CBER approval time 
was 9.1 months, and the median CBER approval time was 9.9 months. CBER re- 
viewers completed those reviews expeditiously through intense review effort but also 
were aided considerably by the quality of the submissions. While CBER reviewers 
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made similar intense review efforts in 2006, and continue those efforts today, we 
also continue to explore ways to improve the quality of submissions and shorten re- 
view times further. 


Questions Submitted by Senator Arlen Specter 

FOLLOW-ON BIOLOGICS 

Question. There is concern among biologic drug companies that the FDA does not 
have the resources to handle the regulatory procedures necessary to ensure safe and 
effective follow-on or generic biologies. In your opinion does the FDA have the regu- 
latory ability to ensure the safety and efficacy of follow-on biologies? 

Answer. FDA has the scientific expertise to determine the safety and effectiveness 
of follow-on biologies. This is demonstrated by FDA’s approval of certain follow-on 
protein products under section 505(b)(2) of the Federal Food, Drug, and Cosmetic 
Act and the agency’s substantial expertise and experience in approving biologies li- 
cense applications under section 351 of the Public Health Service Act, or PHS Act. 
FDA will address the scientific challenges related to follow-on protein products in 
a manner consistent with its approach in other scientific arenas: on a case-by-case 
basis as issues arise, in accordance with FDA’s statutory authority and its mission 
to both advance and protect the public health. If a new regulatory pathway is en- 
acted by statute for the approval of follow-on biologies under section 351 of the PHS 
Act, it will be necessary to consider the adequacy of agency resources needed to effi- 
ciently and effectively implement such a program. 

ORA CONSOLIDATION 

Question. It is my understanding that FDA plans on consolidating the FDA’s Of- 
fice of Regulatory Affairs laboratories. I appreciate your response to a joint letter 
to you sent on January 29, 2007. Could you elaborate in more detail on the proposal 
to include which labs are planned on being closed and the number of employees that 
would be affected. Further, what does the agency plan on offering those employees 
that work at labs that are proposed to be closed? Finally, will the consolidation plan 
negatively impact our Nation’s safety of food, medical equipment, and cosmetics? 

Answer. FDA’s Office of Regulatory Affairs, or ORA, plans to enhance its labora- 
tory capabilities by strengthening six of ORA’s regulatory labs, moving to these six 
labs the personnel, equipment and other resources from seven other existing labs. 
The seven labs are older facilities in need of costly renovations, cannot expand to 
accommodate merging with another lab, have expiring leases, and meet a range of 
other criteria which have led FDA to consolidation in these areas. This trans- 
formation will allow ORA scientists to work more closely together and improve col- 
laboration and synergy. This will allow us to invest in state-of-the-art equipment 
and processes in the remaining laboratories and to increase investment in other crit- 
ical areas. Because the ORA restructuring is still early in its planning phase, the 
number of employees impacted has not yet been determined. 

Strengthening these six labs will help FDA better meet its mission to protect and 
promote the public health. Currently, FDA must pay the costs associated with ap- 
proximately 40 percent more laboratory space than is needed to conduct the labora- 
tory work to support all of FDA’s field programs and activities. These six labs will 
accommodate and exceed the capacity of testing conducted in the existing 13 labs. 
Although overnight delivery services diminish the need for laboratories to be in 
close proximity to sample collection sites, the consolidated laboratories will be dis- 
persed geographically. In addition, the six labs will continue to provide supporting 
layers of expertise with appropriate redundancies to protect against unforeseen 
operational problems, and surge capacity to deal with emergencies. 

This proposed restructuring of ORA would begin in fiscal year 2008. Costs for the 
restructuring in fiscal year 2008 are covered within the fiscal year 2008 budget 
level. All analysts from closing labs will be offered jobs in the labs to which their 
work is transferred. We realize that some employees will not relocate and in order 
to retain as many of these valued employees as possible, we will seek to place them 
in other jobs in their current location. ORA needs to invest intellectual and financial 
capital in new approaches to emerging challenges such as the increasing complexity 
of the products and processes we regulate. ORA transformation provides an oppor- 
tunity to staff teams of national experts in a variety of disciplines. Towards this 
end, the transformation plan provides for Centers for Excellence in those geographic 
regions of the country where labs will be closed. 

The seven closing laboratories include Denver District Laboratory (Denver, Colo- 
rado); Detroit District Laboratory (Detroit, Michigan); Kansas City District Labora- 
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tory (Lenexa, Kansas); Philadelphia District Laboratory (Philadelphia, Pennsyl- 
vania); San Francisco District Laboratory (San Francisco, California); San Juan Dis- 
trict Laboratory (San Juan, Puerto Rico); and, the Winchester Engineering and Ana- 
lytical Center (Winchester, Massachusetts). 

In the seven areas where there have been laboratories, FDA is planning to utilize 
the significant expertise that already exists and focus on the 21st Century chal- 
lenges unique to each region. The ORA transformation provides the opportunity to 
address the specific challenges that ORA is facing in each of these regions, and to 
respond to the rapidly changing profile of the products it regulates. These regions, 
and the capability of the FDA employees who are stationed there, will continue to 
play a critical role in ensuring the safety of our Nation’s food and drugs. 

CONCLUSION OF HEARING 
Senator Kohl. This hearing is recessed. 

[Whereupon, at 12:18 p.m., Tuesday, February 27, the hearing 
was concluded, and the subcommittee was recessed, to reconvene 
subject to the call of the Chair.] 




AGRICULTURE, RURAL DEVELOPMENT, FOOD 
AND DRUG ADMINISTRATION, AND RE- 
LATED AGENCIES APPROPRIATIONS FOR 
FISCAL YEAR 2008 


U.S. Senate, 

Subcommittee of the Committee on Appropriations, 

Washington, DC. 

NONDEPARTMENTAL WITNESSES 

[The following testimonies were received by the Subcommittee on 
Agriculture, Rural Development, Food and Drug Administration, 
and Related Agencies for inclusion in the record. The submitted 
materials relate to the fiscal year 2008 budget request for pro- 
grams within the subcommittee’s jurisdiction.] 

Prepared Statement of the Ad Hoc Coalition 

Mr. Chairman, Members of the Subcommittee, this statement is respectfully sub- 
mitted on behalf of the ad hoc coalition 1 composed of the organizations listed below. 
The coalition supports sustained funding for our Nation’s food aid programs, includ- 
ing Titles I and il of Public Law 480, and therefore strongly opposes the administra- 
tion’s twice-rejected proposal to convert Public Law 480 food aid funding into cash 
donations for commodities purchases in overseas markets. 

GUIDING PRINCIPLES OF FOOD AID POLICY 

The coalition recognizes that American food assistance policy is well-established 
and founded on certain guiding principles, including the following: 

— Meeting America’s humanitarian obligation to sustain food assistance programs, 
with U.S. participation in such programs constituting more than 50 percent of 
all food aid worldwide. 

— Employing food assistance programs as stepping stones for economic growth and 
development. 

— Employing food assistance programs to promote respect worldwide for American 
values and our economic system, thereby enhancing goodwill toward America 
among disadvantaged populations that may be breeding grounds for terrorism. 

THE SHARP DECLINE IN OVERALL FOOD AID PROGRAM LEVELS 

The programs needed to implement these principles have enjoyed broad, bipar- 
tisan support for many decades. The strength of our commitment has made the 
United States the world’s leading food aid supplier. In the process, American agri- 
culture is bolstered as food aid recipients strengthen and stabilize their economies. 


1 The ad hoc coalition is composed of the American Maritime Congress, American Maritime 
Officers, American Maritime Officers’ Service, American Soybean Association, International 
Food Additives Council, International Organization of Masters, Mates & Pilots, Liberty Mari- 
time Corporation, Marine Engineers’ Beneficial Association, Maritime Institute for Research and 
Industrial Development, National Association of Wheat Growers, National Corn Growers Asso- 
ciation, National Council of Farmer Cooperatives, National Oilseed Processors Association, 
North American Millers’ Association, Seafarer’s International Union, Sealift, Inc., TECO Ocean 
Shipping, Inc., Tosi Maritime Consultants, LLC, Transportation Institute, U.S. Dry Bean Coun- 
cil, USA Rice Federation, and U.S. Wheat Associates, Inc. 

( 721 ) 
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In recent years, however, food aid shipments have declined sharply. The United 
States shipped 5.9 million tons of commodities in fiscal year 2002, 4.2 million tons 
in fiscal year 2005, and 3.7 million tons in fiscal year 2006. For fiscal year 2008, 
the administration’s proposal would support only 2.975 million tons of commodities. 

We respectfully request that this steady erosion of food aid be reversed, and that 
funding be restored to sustainable levels to assure the continued effectiveness and 
stability of these important and historically successful programs. 

THE ADMINISTRATION’S BUDGET FOR FISCAL YEAR 2008 

The administration proposes to continue last year’s total elimination of funding 
for Title I. 

Over the last several years, as funding for Title I has disappeared, the vast major- 
ity of food aid donations have been provided through the Food for Peace Title II pro- 
gram, which the administration proposes to further reduce by $413 million from fis- 
cal year 2006 levels, supporting the shipment of only 2.5 million tons of commodities 
in fiscal year 2008. Moreover, under the President’s budget, Title II food aid would 
be reduced by up to $305 million and converted to overseas purchases of food aid 
at the discretion of the Administrator for the U.S. Agency for International Develop- 
ment (“USAID”). 

Our coalition strongly opposes the administration’s proposal to convert essential 
American food assistance to a program under which USAID would use appropriated 
funds to procure food supplies overseas. It has provided no sound basis for doing 
so, and there are many reasons why this proposal should be rejected again, just as 
it was rejected by the Congress in 2005 and 2006. 

Under authority provided by Section 416(b) of the Agricultural Act of 1949, the 
administration states that no surplus commodities will be made available for dona- 
tion in 2008. This represents another year of diminished reliance on the 416(b) pro- 
gram, which is funded through the Commodity Credit Corporation (“CCC”). 

In its fiscal year 2008 Budget Summary, the Department of Agriculture (“USDA”) 
estimates that CCC-funded Food for Progress (“FFP”) shipments will be 385,000 
metric tons of grain equivalent. Unfortunately, this falls short of the 400,000 ton 
level established for CCC-funded FFP shipments in the 2002 Farm Bill. 

Finally, the administration has requested $100 million for the McGovern-Dole 
International Food for Education and Child Nutrition Program (“IFEP”), rep- 
resenting approximately 90,000 tons of commodities. This increase of only 3 percent 
from fiscal year 2006 is far overshadowed by the decreases in other programs. 

The administration’s recommendations, taken together, would lead to further re- 
ductions in food aid. Of even more significance, the administration’s recommenda- 
tion to reduce Title II funding in favor of USAID cash assistance undermines the 
foundation upon which U.S. food aid policy has been built in the post-World War 
II era. For the reasons set forth below, the coalition urges this subcommittee to sus- 
tain Title II funding, reinvigorate the Title I program, and reject, for a third time, 
the administration’s unwise and unnecessary proposal to siphon off a quarter of 
Title II appropriations into a discretionary account for USAID. 

RESTORATION OF OVERALL FOOD ASSISTANCE PROGRAM LEVELS 

The coalition recommends that food aid be restored over time to sustainable levels 
in the range of 5.0 million to 6.0 million metric tons of grain equivalent in each fis- 
cal year. In fiscal year 2008, this would require restoration of Title I funding, incre- 
mental increase in the Title II funding to $1.6 billion, and greater use of existing 
authorities of the CCC. 

USDA’s Budget Summary justifies the elimination of Title I as necessary because 
recipient countries have been more interested in direct grants than concessional 
sales. Of course, the demand for donated food will always exceed the supply and the 
coalition recognizes that recipient countries would prefer grants over concessional 
sales — even sales at extremely favorable terms. 

In order to ensure that the most desperate countries have sufficient donated food 
aid, the coalition recommends that USDA offer the Title I concessional sales pro- 
gram to countries that can afford the terms. Among the countries receiving Title II- 
funded grants in recent years, there are surely some who reasonably could afford 
to make the transition from grant assistance to concessional sales, using the direct 
loan authority of Title I. And to the extent that the Title I funding truly cannot be 
used for concessional sales, it may be converted to donations on full grant terms 
through FFP. 
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ELIMINATION OF TITLE II FUNDING FOR LOCAL PURCHASE 

The coalition is strongly opposed to the administration’s attempts to eliminate up 
to 25 percent ($305 million) of Public Law 480 Title II funding in favor of an experi- 
mental program whereby the USAID Administrator will be granted unchecked dis- 
cretion to divert U.S. tax dollars to foreign producers. Congress has wisely rejected 
this proposal in each of the last two budget cycles, and there is no authority for this 
program. 

The administration intimated that its cash-based proposal was prompted by con- 
cerns regarding the timeliness of shipments from the United States in times of cri- 
sis. However, USAID already has adequate options for overcoming time constraints 
in appropriate circumstances, including: 

— using the existing authority in the International Disaster and Famine Assist- 
ance Program (“IDF A”); 

— borrowing commodities from a nearby available source and later replacing them 
with Title II commodities once shipped into the region; 

— transferring commodities between approved Title II programs before they are 
distributed; 

— expanding the existing prepositioning program by developing forward deployed 
food stocks closer to areas of need; and 

— diverting commodities already in transit to areas in extreme need, as was done 
when a shipload of aid was diverted to the tsunami-damaged areas of Asia in 
2005. 

Surely some combination of these solutions could be developed to address any 
timeliness concerns, obviating the justification for raiding our Nation’s longest-run- 
ning and most successful food aid program. 

Little study has been conducted regarding the dangers of purchasing aid locally, 
near areas of food insecurity. USAID has admitted that local purchases threaten to 
destabilize local food markets. Additionally, discretionary expenditures of large 
sums for aid in third world countries raise tbe specter of corruption and abuse, in- 
cluding theft, kick-backs, and market manipulation by local traders. Local markets 
lack adequate seasonal storage capacity in many instances, putting relief efforts at 
the mercy of the very market fluctuations they are designed to alleviate, and cannot 
be counted upon to provide the high-quality, fortified blend products that are most 
essential to saving lives in severe food crises. 

Moreover, the administration’s proposal to eliminate up to a quarter of in-kind aid 
under Title II would undermine our position in the World Trade Organization 
(“WTO”) where the United States has spent the last several years defending our 
current food assistance programs as a necessity if the world is committed to reduc- 
ing hunger. 

Lastly, the proposal to buy commodities overseas, instead of from American farm- 
ers and processors, threatens to undermine the broad-based political and support 
framework that has made Title II a success over the last half century. Indeed, Eu- 
rope’s conversion to cash-based aid resulted in a dramatic drop in aid levels. 

CONCLUSIONS AND RECOMMENDATIONS 

Mr. Chairman, the coalition is committed to maintaining U.S. food assistance pro- 
grams at responsible levels in order to meet humanitarian needs and enhance the 
potential for economic growth in recipient countries. Our recommendation is to in- 
crease, over time, annual food assistance at combined program levels of between 4.0 
million and 6.0 million metric tons of grain equivalent. This can be accomplished, 
as in the past, with a blend of programs supported by direct appropriations and 
CCC program authorities. 

The coalition respectfully recommends the following: 

— Title I program levels should be restored, and responsibly increased again in 
succeeding years, so that the unique advantages of the program are not lost. 

— The Title II program should be restored to its fiscal year 2006 level of $1,632 
billion, and funding should not be diverted to programs relying primarily on the 
purchase of foreign commodities for food assistance. These actions will also help 
ensure that the United States fulfills its moral obligation to provide not less 
than one-half of the world’s donated food aid. 

— In committee report language, the House Appropriations Committee should reit- 
erate its directive to the FAS in the fiscal year 2003 cycle to make greater use 
of existing CCC authorities to expand food aid to regions in critical need, and 
explicitly reject the administration’s proposal to convert American food aid to 
so-called “local purchase” initiatives. 
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The in-kind food programs of Public Law 480 have been a bulwark of American 
food aid policy since the days of the Marshall Plan, and they deserve the strong sup- 
port of your subcommittee, the Congress, and the entire Nation. 

Thank you, Mr. Chairman. 


Prepared Statement of the Advanced Medical Technology Association 

AdvaMed is pleased to provide this testimony on behalf of our member companies 
and the patients and health care systems we serve around the world. AdvaMed is 
the largest medical technology trade association in the world, representing more 
than 1,300 medical device, diagnostic products and health information systems man- 
ufacturers of all sizes. AdvaMed’s members manufacture nearly 90 percent of the 
$86 billion of health care technology products purchased annually in the United 
States, and more than 50 percent of the $220 billion purchased annually around the 
world. AdvaMed members range from the largest to the smallest medical technology 
innovators and companies and directly employ about 350,000 workers in the United 
States. More than 75 percent of our members have $30 million or less in domestic 
sales annually. 

AdvaMed supports the President’s fiscal year 2008 budget request of $240,122,000 
for the Food and Drug Administration’s (FDA’s) Center for Devices and Radiological 
Health (CDRH). This inflationary increase amount maintains the annual infla- 
tionary increases for the agency that have helped meet the requirements of the 
Medical Device User Fee and Modernization Act (MDUFMA — Public Law 107-250) 
and the Medical Device User Fee and Stabilization Act (MDUFSA — Public Law 109- 
43) to date, and is crucial to ensure patients have timely access to lifesaving and 
life-enhancing products. 

Medical Device User Fees 

We are pleased that the President’s budget proposal includes a 5 percent increase 
in FDA funding over 2007, which will help maintain a reasonable balance between 
user fees and appropriated funds in the device center and expand other resources 
to address key public health needs. 

The increasing number and complexity of medical device submissions have over- 
whelmed CDRH over the last decade. When MDUFMA was crafted, review times 
for breakthrough products often exceeded over 400 days, despite a statutory ceiling 
of 180 days. To address these chronic delays, Congress passed MDUFMA in October 
of 2002 to supplement FDA’s resources and expertise and reduce review times for 
medical technologies. MDUFMA creates a predictable and adequate funding base for 
CDRH through a combination of industry-paid user fees and an increase in Congres- 
sional funding for the agency. Congress passed MDUFSA in 2002 to ensure the con- 
tinuance of this critical program, and we are hopeful that MDUFMA will be reau- 
thorized this summer to continue the program for another 5 years. 

Medical technology companies will have added over $150 million to CDRH re- 
sources during the first 5 years of the historic MDUFMA agreement. Although the 
additional appropriations did not materialize in the first 2 budget years of the 
MDUFMA agreement, Congress provided nearly $26 million in fiscal year 2005 and 
inflationary required amounts for fiscal year 2006 and fiscal year 2007. The fiscal 
year 2008 requested amount shows the strong support by the Administration to 
maintain the MUDFMA program. 

CDRH must be funded adequately to ensure the goals of MDUFMA are met, 
maintain the United States’ position in the rapidly advancing field of medical tech- 
nology, and ensure patients’ timely access to needed medical breakthroughs. 
AdvaMed requests that the fiscal year 2008 Agriculture Appropriations bill fully 
fund CDRH at $240,122,000 to accomplish these important goals. 

Additional Fees and Issues 

AdvaMed notes with interest that the President’s budget calls for collecting over 
$23 million for re-inspection fees. We are interested to learn more about the nature 
of these fees and to which services currently provided by the FDA they will apply. 
As noted above, we are in the process of reauthorizing the MDUFMA program this 
year. This reauthorization will include significant increases in the current user fees 
the industry pays already for the review process. Given the significant number of 
small companies within our industry, we have strong concerns about additional fees 
being applied, especially before any substantial dialogue between the industry and 
the Agency over the level and intended use of the fees. Any additional fees must 
be additive to the baseline and must be associated with clearly identified perform- 
ance goals above and beyond current levels. 
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Additionally, AdvaMed is concerned that, as in years past, attempts will be made 
in the fiscal year 2008 appropriations process to alter FDA policy and procedures 
related to the regulation of new and existing devices, including the advisory panel 
process. AdvaMed generally opposes such attempts to alter fundamental FDA regu- 
latory policy for medical devices on appropriations bills. We stand ready to offer our 
expertise on such matters should the need arise in the coming months. 

Background on the Medical Device User Fee Program 

America is on the cusp of an unprecedented revolution in medical technology driv- 
en by major private and public investments in scientific research and computer 
technology. Congress has also made a multi-billion dollar commitment to double 
medical research at NIH and unravel the human genome. Medical technology com- 
panies also doubled research and development spending in the decade of the 90’s. 

The vibrant medical technology sector has driven employment gains and a strong 
balance of trade much to the benefit of the American patient and economy over the 
last several years. At the same time, the growing number and complexity of new 
medical devices throughout the last decade, coupled with a drop in the absolute 
number of reviewers at CDRH has resulted in severe budget strain and increasing 
delays in approval of new medical technologies for patients. 

Prior to passage of MDUFMA, CDRH faced increasing challenges as a result of 
dwindling resources and accelerating innovation. Staff levels had dropped by eight 
percent between 1995 and 2001. By 2001, the average total review time for pre- 
market approval applications had risen to 411 days, more than twice the statutory 
review time. An FDA science panel warned at the time that increasingly rapid ad- 
vances in technology “threaten to overwhelm” CDRH’s limited resources. 

On October 26, 2002, President Bush signed MDUFMA, which was unanimously 
passed by Congress, into law to give CDRH additional resources and expertise to 
help provide timely patient access to new medical technologies. It established an in- 
dustry-funded user fee program to provide up to $35 million each year to help the 
agency meet rigorous new performance goals. 

Key regulatory reforms in MDUFMA are designed to: 

— Eliminate bureaucratic delays in review of combination products by establishing 
a new office to oversee these technologies 

— Authorize FDA to accredit third-party inspectors to audit medical technology 
companies with a good track record of compliance; 

— Encourage timely, thorough premarket reviews by codifying the PMA “modular 
review” program and extending the third-party review program for 510(k)s; 

— Permit paperless device labeling and electronic facility registration. 

— Strengthen FDA regulation of reprocessed disposable devices. 

From bioengineered organs and implantable artificial hearts to gene-based diag- 
nostic tests and molecular imaging systems, America’s medical technology compa- 
nies are developing thousands of promising new tests and treatments. AdvaMed be- 
lieves full implementation of MDUFMA will help ensure these advances reach the 
millions of patients who need them. 

The user fee provisions in the law set fees for premarket approval applications, 
supplements and 510(k) submissions. Under the original law, these fees, combined 
with funds from increased appropriations, will provide FDA’s device program with 
more than $225 million in additional resources over the 5 years of the program. A 
letter agreement accompanying the bill sets review performance goals for the agen- 
cy. 

To assure that these user fees would have an additive effect on the CDRH budget, 
MDUFMA required that CDRH receive a $15 million appropriations increase in 
each of the first 3 years of the program (fiscal year 2003, fiscal year 2004 and fiscal 
year 2005) for a total of $45 million by the end of fiscal year 2005, or the user-fee 
program would have terminated in fiscal year 2006. These funds were designed to 
allow CDRH to upgrade information technology and other infrastructure necessary 
to carry-out a user-fee program and to meet the performance goals. 

MDUFMA passed both houses of Congress on the last day of the regular session 
in October 2002. Owing to the extremely late timing of MDUFMA passage and a 
very tight budget climate, MDUFMA funding targets were not met in either of the 
first 2 years of the MDUFMA agreement. MDUFSA was passed last year to allow 
the program to continue despite the funding shortages in the early years of the pro- 
gram. MDUFSA also addressed the significant rate of increases in fees paid by in- 
dustry. As Congress has struggled to provide its funding, industry paid user fees 
(per submission) that far exceed what was expected by MDUFMA. Increases of 35 
percent, 15.7 percent and a projected 20 percent for fiscal year 2006 for individual 
PMA submissions were troubling to industry, and we appreciate the steps Congress 
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took to limit the rates of increase until the program can be reauthorized by Sep- 
tember 30, 2007. 

To maintain the MDUFMA program and protect investments made by the Agency, 
American consumers and a leading source of job growth in our economy, we ask 
Congress to again meet the President’s fiscal year 2008 budget request for CDRH. 

Conclusion 

AdvaMed appreciates the Subcommittee’s efforts last year and urges them to con- 
tinue on this path to fully fund MDUFMA and ready FDA for the coming era of 
biomedical innovation and patients that await timely access to the coming dramatic 
breakthroughs in medicine. AdvaMed requests that the fiscal year 2007 Agriculture 
Appropriations, Rural Development, Food and Drug Administration and Related 
Agencies bill fully fund CDRH at $240,122,000 to accomplish these important goals. 
We have concerns about the inclusion of new fees for the FDA to carry out core mis- 
sion activities and urge the committee to refrain from altering FDA policy and pro- 
cedures related to the regulation of new and existing devices in the fiscal year 2008 
appropriations process. 

AdvaMed thanks the committee for this opportunity to present our views and we 
look forward to working with you to help prepare FDA for the coming revolution 
in medical technology. 


Prepared Statement of the American Forest & Paper Association 

The American Forest & Paper Association 1 (AF&PA) supports the sustainable 
management of our Nation’s forests and encourages increased funding to advance 
forestry research, combat invasive species, and enhance food packaging innovations. 
The following recommendations concern fiscal year 2008 appropriations for the U.S. 
Department of Agriculture. 

Cooperative State Research, Education, and Extension Service (CSREES) 

There is a critical need to focus resources on research and outreach that addresses 
forest productivity, wood utilization, inventory, and conversion of wood to produce 
bioenergy/bioproducts. This practical research and outreach will advance our capac- 
ity to produce and measure healthier, faster-growing forests. CSREES and its 
partnering universities play a key role on-the-ground in meeting this need. 

— Mclntire-Stennis (Cooperative Forestry Research) Program. — AF&PA rec- 
ommends an increase over the President’s fiscal year 2008 request of $20.5 mil- 
lion. This program is the foundation of forest resources research and scientist 
education efforts at universities. It supports cutting-edge research on forest pro- 
ductivity, wood utilization, and development of new technologies. AF&PA op- 
poses the President’s proposal to divert 63 percent of existing funds to competi- 
tive funding, as it would undermine valuable forestry research being conducted 
by our Nation’s universities. Instead, we encourage a phased approach to build- 
ing in a competitive grants component to the program. 

— National Research Initiative (NRI) Competitive Grants Program. — AF&PA sup- 
ports the President’s request of $256 million, but with increased focus on for- 
estry research. These grants are a significant source of funding for basic and 
applied research on forest resources, including their management and utiliza- 
tion. In recent years, however, less than 6 percent of available funding has been 
allocated for forestry-related research. Given the considerable potential of the 
program to contribute to the Nation’s sustainable forestry research needs, that 
percentage should be increased, with specific focus on grants that support Agen- 
da 2020 research, such as the Pine Genome Initiative. 

— Renewable Resources Extension Act (RREA) Program. — AF&PA recommends an 
increase over the President’s request of $4 million. RREA provides the founda- 
tion for extension and outreach efforts delivered to private landowners through 
universities. Cutting-edge forestry research is of limited benefit unless it can be 
effectively delivered to the Nation’s forest landowners. 


1 AF&PA is the national trade association of the forest, paper and wood products industry. 
AF&PA represents more than 200 companies and related associations that engage in or rep- 
resent the manufacture of pulp, paper, paperboard and wood products. The U.S. forest products 
industry accounts for approximately 6 percent of the total U.S. manufacturing output, employs 
more than a million people, and ranks among the top 10 manufacturing employers in 42 States 
with an estimated payroll exceeding $50 billion. 
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Animal and Plant Health Inspection Service (APHIS) 

Emerging Plant Pests Program. — AF&PA encourages increased funding to ensure 
adequate research, eradication, and control efforts targeting the Sirex woodwasp, 
emerald ash borer, Asian longhorned beetle, and sudden oak death pathogen. AH 
four introduced organisms have already done significant damage and threaten fur- 
ther damage to trees in our forests and communities. For example, the Sirex 
woodwasp is now found across much of New York State and parts of Pennsylvania, 
and threatens valuable pine timber resources, especially those of the Southeast. 
Without sufficient funding to prevent movement of these insects and diseases 
through infested wood, nursery stock, and other materials, the economic cost could 
escalate to hundreds of billions of dollars. 

Food and Drug Administration (FDA) 

Food Contact Notification (FCN) Program. — AF&PA urges restoration of funding 
at $6 million for this program, which is proposed for elimination in the President’s 
fiscal year 2008 budget request. This highly successful program provides efficient 
review and timely approval of new food packaging materials and additives. New 
food-contact materials have enhanced the safety and security of the U.S. food supply 
while increasing the availability of environmentally friendly products. The elimi- 
nation of the FCN program would be an enormous detriment to manufacturers seek- 
ing clearances for new food-contact materials to be introduced in the U.S. market- 
place. The FCN program is essential for continued paper and paperboard food pack- 
aging innovation, and for ensuring the most effective protection of packaged foods 
during transportation, storage and ultimate use by the consumer. 

Conclusion 

AF&PA appreciates the opportunity to provide the Subcommittee with testimony 
regarding the fiscal year 2008 budget for the U.S. Department of Agriculture. If im- 
plemented, increased funding for the programs listed above will help promote the 
sustainable management of our Nation’s public and private lands and the products 
that are produced from these lands. 


Prepared Statement of the American Honey Producers Association, Inc. 

Chairman Kohl and Members of the Subcommittee: My name is Mark Brady from 
Waxahachie, Texas, and I currently serve as President of the American Honey Pro- 
ducers Association (“AHPA”). I am pleased today to submit the following statement 
on behalf of the AHPA, a national organization of commercial beekeepers actively 
engaged in honey production throughout the country. The purpose of this statement 
is bring to your attention both new and continuing serious threats to the domestic 
bee industry and to request your continued assistance in supporting Agricultural 
Research Service (“ARS”) research to address the many challenges that face the do- 
mestic beekeeping industry. 

First, we wish to thank again the Subcommittee for the strong support you have 
provided in past fiscal years for agricultural research activities on behalf of the bee- 
keeping industry. As you know, in the fiscal year 2003 cycle, the Subcommittee re- 
jected a proposal that would have resulted in the elimination of three ARS labora- 
tories that are indispensable to the survival of our industry. In the years since then, 
the Subcommittee has worked to restore proposed cuts in honey bee research. Such 
support has enabled the ARS to address the critical research needs of the industry. 

For fiscal year 2008, the Administration’s budget again proposes to eliminate cer- 
tain funding for ARS that it did not request but that the Congress provided in the 
appropriations process. To continue the research that is critical to honey bees, how- 
ever, the AHPA requests that Congress maintain the funding for the ARS Honey 
Bee Research Laboratories at Baton Rouge, Louisiana; Weslaco, Texas; Tucson, Ari- 
zona; Beltsville, Maryland; and the ARS Wild Bee Research Laboratory at Logan, 
Utah. We also support increased funding for honey bee genome research at the ARS 
laboratory in Baton Rouge, as proposed before by the Administration. 

In addition to the maintenance of these ongoing efforts, we strongly urge the Sub- 
committee to provide at least $1 million in new funding through the ARS labora- 
tories at Beltsville and Tucson, and possibly in conjunction with researchers at the 
University of California in Davis, to address a new threat to domestic honey bees: 
Colony Collapse Disorder (CCD). CCD is currently ravaging bee colonies across the 
United States. The causes of CCD are unknown and appear to be complicated mix 
of factors, including the stresses caused by continuing infestations of mites and 
pests and by the high demands of pollination today. I provide a more detailed de- 
scription of CCD in this statement. 
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The President’s Budget Proposal 

Our understanding is that while OMB has not yet agreed to the ARS funding lev- 
els under the fiscal year 2007 Continuing Resolution, the most likely outcome will 
be a continuation of honey bee research at the fiscal year 2006 levels. As the Sub- 
committee reviews the proposed fiscal year 2008 budget and the fiscal year 2007 
baseline, we urge you also to consider that in its fiscal year 2007 bill, the House 
originally provided (H. Rep. 109-463) additional fiscal year 2007 research funding 
as follows: “Bee Research, Weslaco, TX, $244,077” and “Honey Bee Research (Varroa 
Mites), Baton Rouge, LA, $390,101.” The fiscal year 2007 Senate bill (S. Rep. 109- 
266) provided continued funding for “Bee Research (Chalk Brood)), Logan, Utah,” 
and separately recommended an increase of $100,000 for Logan, Utah for non-Apis 
research. 

The AHPA is concerned that the President’s fiscal year 2008 budget proposal to 
eliminate ongoing spending set by Congress would reduce funding for critical re- 
search at two key ARS Honey Bee Research Laboratories at Baton Rouge and at 
Weslaco. Such cuts to these ARS Honey Bee Research Laboratories would have a 
severe effect on the honey industry as well as on all pollination-dependent agri- 
culture and many native plants. This budget recommendation seems particularly in- 
appropriate considering the substantial benefits that flow from these research ef- 
forts, which help assure the vitality of the American honey bee industry and is inte- 
gral to many aspects of U.S. agriculture. 

The four ARS Honey Bee Research Laboratories provide the first line of defense 
against exotic parasite mites, Africanized bees, and brood diseases. Equally, the lab- 
oratories are prepared to respond to new pests, pathogens and other conditions as 
they arise, such as CCD, that pose very serious and growing threats to the viability 
and productivity of honey bees and the plants they pollinate. If continued funding 
is not provided, scientists at the Baton Rouge and Weslaco laboratories will be over- 
burdened and forced to discontinue essential research, thereby jeopardizing the U.S. 
honey bee industry and the production of agricultural crops that require pollination 
by honey bees. 

The Importance of Honey Bees to U.S. Agriculture 

Honey bees are a critical element in the production of more than 90 food, fiber, 
and seed crops, valued at more than $20 billion a year in the United States, accord- 
ing to the Department of Agriculture. The role of pollination is even more important 
given today’s dietary importance of fruit, vegetables and nuts, most of which are de- 
pendent on pollination. Honey bees are necessary for the production of such diverse 
crops as almonds, apples, oranges, melons, broccoli, tangerines, cranberries, straw- 
berries, vegetables, alfalfa, soybeans, sunflower, and cotton, among others. In fact, 
honey bees pollinate about one-third of the human diet. 

The importance of this pollination to contemporary agriculture cannot be under- 
stated — the value of such pollination is 143 times greater than the total value of 
honey and wax produced by honey bees. More than 140 billion honey bees rep- 
resenting 2 million colonies are transported by U.S. beekeepers across the country 
every year to pollinate crops. 

The importance of honey bees — and the U.S. honey industry which supplies the 
honey bees for pollination — is illustrated by the pollination of California’s almond 
crop, which is that State’s largest agricultural export. California grows 100 percent 
of the Nation’s almond crop and supplies 80 percent of the world’s almonds. Honey 
bees are transported from all over the Nation to pollinate California almonds, whicb 
is the largest single crop requiring honey bees for pollination. More than one million 
honey bee hives are needed to pollinate the 600,000 acres of almond groves that line 
California’s Central Valley. That means nearly balf of the managed honey-producing 
colonies in the United States are involved in pollinating almonds in California dur- 
ing February and early March. As with other agricultural products, having enough 
bees to pollinate the almond crop can mean the difference between a good crop and 
disaster. Moreover, almond producers estimate that California may need as many 
as 2 million hives for pollination by 2012 to pollinate the expected 800,000 acres 
of almonds that will be in production then. As OnEarth magazine noted recently, 
the fate of California’s almond crop rests “on the slender back of the embattled 
honey bee.” 

Many other U.S. agriculture producers rely on extensive honey bee pollination. A 
Maine blueberry grower recently put it quite succinctly — “without bees in May, 
there are no blueberries in August.” Additionally, avocados — a $363 million crop in 
California — receive more than 90 percent of their pollination from the honey bee. 
Studies on the effect of pollination of cotton by honey bees show an increase of 17 
to 19 percent in the yield of seed cotton, as compared to a cotton crop that is not 
pollinated by honey bees. The cattle and farm-raised catfish industries also benefit 
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from honey bee pollination, as pollination is important for growing alfalfa, which is 
fodder for cattle and farm-raised fish. 

Unfortunately, due to bee losses caused by pests and mites and other recent prob- 
lems plaguing the U.S. honey industry, U.S. farmers were forced to import honey 
bees from other countries (New Zealand and Australia) last year for pollination. 
This marked the first time since 1922 that honey bees were imported into the 
United States for pollination services, underscoring the fragile State of the U.S. 
honey industry and highlighting the critical need for research. 

Yet, the health of the beekeeping industry is dependent upon the production of 
honey and beeswax. Honey bees are responsible for the production of an average of 
200 million pounds of honey annually in the United States, the sales of which help 
sustain this nation’s beekeepers. 

THREATS TO THE HONEY BEES 

Since 1984, the survival of the honey bee has been threatened by continuing infes- 
tations of mites and pests for which appropriate controls must continually be devel- 
oped by scientists at the four ARS laboratories. Within the past year, however, CCD 
has emerged as an additional and grave new threat with unknown causes but de- 
structive force. 


COLONY COLLAPSE DISORDER (CCD) 

As chronicled in several recent news accounts, including the attached articles 
from the New York Times, CNN, ABC News and AP, reports of the sudden death 
of bees in colonies has been reported in 22 States. Often, most of the adult bees in 
a colony mysteriously disappear, and soon the colony is completely empty. The news 
outlets quote various Federal and State researchers who have not been able to de- 
termine the cause of the collapse of the colonies. There are also increasing reports 
that otherwise healthy bee colonies are not reproducing at anywhere near historic 
levels. 

This severe and baffling destruction of domestic honey bee populations will re- 
quire additional resources for the ARS laboratories as soon as possible to determine 
the causes of CCD and to develop effective treatment strategies. CCD remains a 
mystery to both beekeepers and scientists. There are a wide range of factors that — 
either alone or in combination — may be possible causes of this serious condition. 
Areas to explore include the stress from the movement of bees to different parts of 
the country for extensive commercial pollination, the additional stress of pollinating 
crops, sucb as almonds, that provide little honey to the bees, and the impact of cer- 
tain crop pesticides and genetic plants with altered pollination characteristics. Addi- 
tionally, continuing infestations of the highly destructive Varroa mite, combined 
with other pests and mites, are also thought to compromise the immune systems 
of bees and may leave them more vulnerable to CCD. At the same time, researchers 
will need to focus on the many reported instances in which otherwise healthy, pest- 
free, stationary bee colonies are also suffering collapse or problems with reproduc- 
tion. 

In many ways, CCD is the latest is a series of threats faced by the modern U.S. 
honey bee industry as it continues to evolve to both produce honey and meet the 
ever-increasing demands of crop producers for vital pollination. Unfortunately, CCD 
will not be the last challenge faced by the industry. But at this time, it is clearly 
the most critical threat to our industry. As every week goes by, additional members 
of AHPA report that CCD is affecting their bees. 

The AHPA respectfully requests that additional funding of at least $1 million be 
provided in a dedicated manner to respond to CCD. Such funding could be allocated 
to the ARS laboratories at Beltsville, Maryland, and Tucson, Arizona. We would also 
recommend that funding be considered for the University of California at Davis, be- 
cause it has particular expertise in honey bee research and is in close proximity to 
the almond groves of the California Central Valley. Such a joint effort could better 
analyze the relationship between CCD, pollination and other stress factors. The 
joint effort would also take advantage of the fact that, in February of each year, 
almost the entire honey bee industry has its bees in California for pollination pur- 
poses. 


ONGOING RESEARCH 

The research being done at the ARS laboratories is critical in a number of areas. 
For example, the pinhead-sized Varroa mite is systematically destroying bee colo- 
nies and has been considered by many in recent years to be the most serious threat 
to honey bees. Tracheal mites are another contributing factor to the loss of honey 
bees. Tracheal mites infest the breathing tubes of adult honey bees and also feed 
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on the bees’ blood. The mites essentially clog the bees’ breathing tubes, blocking the 
flow of oxygen and eventually killing the infested bees. The industry is also plagued 
by a honey bee bacterial disease that has become resistant to antibiotics designed 
to control it, and a honey bee fungal disease that has no known medication to con- 
trol it. These pests and diseases, especially Varroa mites and the bacterium causing 
American foulbrood, are now resistant to chemical controls in many regions of the 
country. Further, we have seen that these pests are building resistance to newly- 
developed chemicals more quickly than in the past, thereby limiting the longevity 
of chemical controls. 

Unfortunately, there is no simple solution to these problems, and the honey bee 
industry is too small to support the cost of the needed research, particularly given 
the depressed state of honey prices. Further, there are no funds, facilities, or per- 
sonnel elsewhere available in the private sector for this purpose. Accordingly, the 
beekeeping industry is dependent on research from public sources for the scientific 
answers to these threats. Since the honey bee industry is completely comprised of 
small family-owned businesses, it relies heavily on the ARS for needed research and 
development. The key to the survival of the honey industry lies with the honey bee 
research programs conducted by ARS. 

The sequencing of the honey bee genome at Baylor University has opened the door 
to creating highly effective solutions to these problems via marker-assisted breeding. 
Marker-assisted breeding would permit the rapid screening of potential breeders for 
specific DNA sequences that underlie specific desirable honey bee traits. The 
sequenced honey bee genome is the necessary key that will allow scientists to dis- 
cover the important DNA sequences. Because of the sequenced honey bee genome, 
it is now possible to apply molecular biological studies to the development of mark- 
er-assisted breeding of honey bees. Marker-facilitated selection offers the first real 
opportunity to transform the beekeeping industry from one that has been dependent 
upon a growing number of expensive pesticides and antibiotics into an industry that 
is free of chemical inputs and that is economically viable in today’s competitive glob- 
al marketplace. 

Furthermore, research on honey bees, one of five animals chosen by the National 
Institutes of Health for genome sequencing, may provide important insight into 
other areas of science. The honey bee is the first agricultural species to be 
sequenced, and such work may provide breakthrough advances in many areas of 
science. In fact, honey bees are being studied by the U.S. Department of Defense 
as sentinel species that could detect and locate agents of harm, such as chemical 
or biological threats. According to one researcher, it appears that honey bees’ olfac- 
tory capabilities are at least on par with those of a dog, if not more sensitive. Thus, 
the scientific advances achieved by ARS will provide an array of benefits across 
many disciplines. 

The Work of the ARS Honey Bee Research Laboratories 

The ARS Honey Bee Research Laboratories work together to provide research so- 
lutions to problems facing businesses dependent on the health and vitality of honey 
bees. The findings of these laboratories are used by honey producers to protect their 
producing colonies and by farmers and agribusinesses to ensure the efficient polli- 
nation of crops. Each of the four ARS Honey Bee Research Laboratories (which are 
different in function from the ARS Wild Bee Research Laboratory at Logan, Utah) 
focuses on different problems facing the U.S. honey industry and undertakes re- 
search that is vital to sustaining honey production and assuring essential polli- 
nation services in this country. Furthermore, each of the four ARS Honey Bee Re- 
search Laboratories has unique strengths and each is situated and equipped to sup- 
port independent research programs which would be difficult, and in many cases im- 
possible, to conduct elsewhere. 

Research at the ARS Weslaco Laboratory 

Because the AHPA recommends that the appropriation for the Weslaco laboratory 
be approved at not less than current levels, we respectfully request that Congress 
again restore an additional $244,100 in funding for the ARS Honey Bee Laboratory 
at Weslaco, Texas. This funding would be eliminated under the administration’s 
budget. Retaining the current level of funding for the Weslaco laboratory will enable 
this facility to continue its work in finding a chemical solution to parasitic mites 
that are causing a crisis for the U.S. beekeeping and pollination industries. Varroa 
mites are causing the loss of hundreds of thousands of domestic honey bee colonies 
annually as well as devastating wild bee colonies. As noted in a February 2005 USA 
Today article, the Varroa mite has destroyed as much as 60 percent of the hives 
in some areas. 
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For example, in Florida, the number of commercial bee colonies has fallen from 
approximately 360,000 hives in 1990 to just 160,000 in 2005 — in large part as a re- 
sult of the Varroa mite. These tiny parasites — also known as the “vampire mite” — 
attach themselves to the backs of adult bees and literally suck out their insides. 
When these mites were first discovered in the United States in the 1980s, bee- 
keepers were able to fight them with strips of the chemical fluvalinate. However, 
the Varroa mites have evolved into a parasite seemingly immune to current pes- 
ticides. The ARS laboratory at Weslaco has been developing alternative chemicals 
to control the Varroa mite. Presently, there are no other chemicals available for con- 
trolling the Varroa mite, and the laboratory is working frantically to develop other 
means of control. The laboratory also is working with a potent fungus, which may 
kill the mites without impeding colony development or population size. 

Furthermore, the laboratory at Weslaco is researching methods that may control 
the small hive beetle. Since its discovery in Florida in 1998, this pest has caused 
severe bee colony losses in California, Florida, Georgia, South Carolina, North Caro- 
lina, Pennsylvania, Ohio, and Minnesota. Estimates put these losses in just one sea- 
son at over 30,000 colonies. The beetles are now spreading all across the United 
States. The APS honey bee research scientists at the Weslaco laboratory have been 
working diligently to find chemicals, techniques, pheromones, or other methods of 
controlling the beetle. Time is of the essence and a control must be found imme- 
diately, because all the bee colonies in the Western Hemisphere are at risk. 

This facility also focuses its research efforts on developing technologies to manage 
honey bees in the presence of Africanized honey bees, parasitic mites, and other 
pests. In order to ensure that further pests are not introduced into the United 
States, scientists at the Weslaco facility provide technical assistance to agriculture 
departments in foreign countries on the control of parasitic mites. The laboratory 
has worked with officials in Guatemala, Costa Rica, Mexico, and South Africa to 
protect the U.S. honey bee population from further devastation by infestation of for- 
eign parasites, diseases, and other pests. This inter-governmental cooperation is 
necessary to ensure the continued viability of the U.S. honey bee industry. 

Research at the ARS Baton Rouge Laboratory 

We were pleased with past Administration budgets that requested increased fund- 
ing in the amount of $500,000 for honey bee genome research at the Baton Rouge 
Laboratory and applaud the Subcommittee’s efforts in fiscal year 2006 to provide 
$375,000 of the $500,000 requested. In light of the importance of genome research, 
we encourage the Committee to provide additional funds to move this area of re- 
search forward. An increase in funding will allow the vital genome research to 
achieve the breakthrough successes that are closer than ever to realization. 

It is also important that Congress fully restore the $390,101 in “add-on” funding 
for the Baton Rouge facility that it has provided in previous years. This Baton 
Rouge facility is the only laboratory in the United States and, we believe, in the 
world, developing long-term, genetic-based solutions to the Varroa mite. Existing 
stocks of U.S. honey bees are being tested to find stocks that exhibit resistance to 
the parasitic mites. Research scientists with the laboratory have also been to the 
far corners of the world looking for mite-resistant bees. F or example, in eastern Rus- 
sia, they found bees that have co-existed for decades with the mites and survived. 
Using these bees, the laboratory develops stocks of honey bees resistant to the 
parasites. Before these new stocks are distributed to American beekeepers, the lab- 
oratory ensures that the resistance holds up under a wide range of environmental 
and beekeeping conditions, testing attributes such as vigor, pollination, and honey 
production. We believe recent scientific breakthroughs with this genomic research 
will allow scientists in the near future to breed honey bees that are resistant to the 
Varroa mite and other parasites. 

The Baton Rouge facility also operates the only honey bee quarantine and mating 
station approved by the Animal and Plant Inspection Service. These stations are 
necessary to ensure that new lines of bees brought into the United States for re- 
search and development are free of diseases unknown in the United States. In addi- 
tion, Baton Rouge research scientists are focused on the applications of new tech- 
nologies of genomics. This work has the potential to enhance the proven value of 
honey bee breeding for producing solutions to the multiple biological problems that 
diminish the profitability of beekeeping. 

Research at the ARS Tucson Laboratory 

The American Honey Producers Association appreciates past Administration sup- 
port for maintaining funding at the ARS Honey Bee Research Laboratory in Tucson 
at current levels. At the same time, consideration should be given to possibly in- 
creased funding at this facility to address the emerging CCD issue, and also to sup- 
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porting two new research positions at the laboratory. The addition of an insect 
behaviorist position and a pollination biologist position at the Tucson Honey Bee Re- 
search Laboratory will strengthen the research programs conducted at the labora- 
tory, including research related to preventing the spread of Africanized honey bees, 
which are jeopardizing the queen breeding and packaged bee industry. 

This research center is the only ARS honey bee laboratory serving the needs of 
beekeepers and farmers in the western United States. It also serves as the primary 
facility developing methods to prevent the spread of Africanized honey bees in our 
country. The facility works to improve crop pollination and honey bee colony produc- 
tivity through quantitative ecological studies of honey bee behavior, physiology, pest 
and diseases, and feral honey bee bionomics. Currently, the Tucson laboratory is 
working to finalize the development of a pheromone that kills the Varroa mite. 

Because more than one million colonies are transported from across the country 
for pollination into crops grown in the western United States (primarily California), 
the Tucson research center addresses problems that arise from transporting and in- 
troducing colonies for pollination of crops such as almonds, plums, apricots, apples, 
cherries, citrus, alfalfa, vegetable seed, melons, and berries. The importance of this 
work is illustrated by the pollination of California’s almond crop discussed earlier 
in this statement. More than one million honey bee hives are needed to pollinate 
the half a million acres of almond groves that line California’s Central Valley. That 
means nearly half of the managed colonies in the United States are involved in pol- 
linating almonds in California during February and early March. 

The work of the ARS Tucson Honey Bee Research Laboratory is indispensable in 
ensuring the successful pollination of crops in California and other areas of the 
western United States. This research center has been instrumental in disseminating 
information on technical issues associated with the transport of bee colonies across 
State lines. Additionally, in order to ensure that transported colony populations re- 
main stable during transport and also during periods before the crop to be polli- 
nated comes into bloom, scientists at the laboratory have developed an artificial diet 
that stimulates brood production in colonies. A large bee population is necessary to 
ensure that efficient pollination occurs, creating superior quality crops. 

Research at the ARS Beltsville Laboratory 

AHPA strongly supports an increase in funding for the Beltsville Laboratory to 
help address CCD and other threats to our domestic beekeeping industry. This facil- 
ity, the oldest of the Federal bee research centers, conducts research on the biology 
and control of honey bee parasites, diseases, and pests to ensure an adequate supply 
of bees for pollination and honey production. Using biological, molecular, chemical, 
and non-chemical approaches, scientists in Beltsville are developing new, cost-effec- 
tive strategies for controlling parasitic mites, bacterial diseases, and emergent pests 
that threaten honey bees and the production of honey. 

The laboratory also develops preservation techniques for honey bee germplasm in 
order to maintain genetic diversity and superior honey bee stock. Scientists at the 
facility also provide authoritative identification of Africanized honey bees and diag- 
nosis of bee diseases and pests for Federal and State regulatory agencies and bee- 
keepers on a worldwide basis. In operating this bee disease diagnosis service, the 
Beltsville facility receives over 2,000 samples annually from across the United 
States. 

Conclusion 

In conclusion, we wish to thank you again for your strong support of honey bee 
research in the past and for your Subcommittee’s understanding of the critical im- 
portance of these ARS laboratories. 

By way of summary, the American Honey Producers Association strongly encour- 
ages at least $1 million in additional new funding for the ARS laboratories at Belts- 
ville, Maryland, and Tucson, Arizona, as well as possibly for the University of Cali- 
fornia at Davis, to address the new CCD threat that is suddenly devastating bee 
colonies across the country. AHPA also appreciates your continued support by (1) 
restoring the $390,101 in funding for the ARS Honey Bee Research Laboratory in 
Baton Rouge, Louisiana, that had previously been added by the Congress but is pro- 
posed for elimination in the Administration’s budget proposal; (2) continuing the in- 
creased funding of $375,000 for genome research at the ARS Honey Bee Research 
Laboratory in Baton Rouge, as proposed by the administration and approved by the 
Congress in fiscal year 2006; (3) increasing the level of funding for the ARS Honey 
Bee Research Laboratory in Beltsville, Maryland, by at least $500,000 in new fund- 
ing for CCD research; (4) restoring $244,100 for the Weslaco, Texas, facility as pre- 
viously provided by the Congress but not contained in the President’s budget sub- 
mission; (5) maintaining at least the current level of funding for the ARS Honey Bee 
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Research Laboratory in Tucson, Arizona, but also considering additional funding of 
$500,000 for CDC research; and (6) maintaining the current level of funding for the 
ARS Wild Bee Research Laboratory at Logan, Utah. 

Only through research can we have a viable U.S. beekeeping industry and con- 
tinue to provide stable and affordable supplies of bee-pollinated crops, which make 
up fully one-third of the U.S. diet. 

Furthermore, we urge you to reject any effort to cut the operating budgets of these 
vitally important research laboratories by consolidating their functions. Any pro- 
posed cuts and their resulting budget and staff reductions would significantly dimin- 
ish the quality of research conducted by these laboratories, harming bee keepers as 
well as farmers who harvest pollination-dependent agriculture. Congress cannot 
allow these cuts to occur and must continue to provide sufficient funding for the 
ARS Honey Bee Research Laboratories to perform their vital role. 

I would be pleased to respond to provide answers to any questions that you or 
your colleagues may have. 


Prepared Statement of the American Sheep Industry Association 

The American Sheep Industry Association (ASI) is a federation of State member 
associations representing over 68,000 sheep producers in the United States. The 
sheep industry views numerous agencies and programs of the U.S. Department of 
Agriculture as important to lamb and wool production. Sheep industry priorities in- 
clude expanding the United States sheep inventory which has grown two of the past 
3 years. We believe strengthening the infrastructure of the industry primarily 
through the programs of USDA, APHIS, Veterinary Services and Wildlife Services 
is critical. The industry and the benefits to rural communities will be strengthened 
by fully funding critical predator control activities, national animal health efforts, 
and expanding research capabilities. 

We appreciate this opportunity to comment on the USDA fiscal year 2008 budget. 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE (APHIS) 


Scrapie 

The American Sheep Industry Association supports the appropriations approved 
in fiscal year 2006 of $18.4 million and urges the Subcommittee increase funding 
to this level in fiscal year 2008. 

Through concerted effort, USDA/APHIS, along with industry and State regulatory 
efforts, is in the position to eradicate scrapie from the United States with a multi- 
year attack on this animal health issue. As the collective and aggressive efforts of 
Federal and State eradication efforts have expanded into slaughter-surveillance and 
other methods and systems, the costs are, as expected, escalating. 

Scrapie is one of the families of transmissible spongiform encephalopathies 
(TSEs), all of which are the subject of great importance and interest around the 
globe. USDA/APHIS, along with the support and assistance of the livestock and al- 
lied industries, began an aggressive program to eradicate scrapie in sheep and goats 
four years ago. The plan USDA/APHIS is implementing is designed to eradicate 
scrapie by 2010. Through a subsequent monitoring and surveillance program, the 
United States could be declared scrapie-free by 2017. Becoming scrapie-free will 
have significant positive economic impact to the livestock, meat and feed industries 
and, of course, rid our flocks and herds of this fatal animal disease. 

Essential to the eradication effort being accomplished in a timely manner is ade- 
quate appropriated funds. The program cannot function properly without sufficient 
emphasis on diagnostic support and surveillance activities that are dedicated to 
scrapie eradication as an animal health priority. We believe adequate funding will 
help provide for an achievable scrapie eradication program and the eventual scrapie- 
free status for the United States. As with the other successful animal disease eradi- 
cation programs conducted by USDA/APHIS in the past, strong programs at the 
State level are key. We therefore urge the Subcommittee to send a clear message 
to USDA/APHIS to (A) make scrapie eradication a top disease eradication priority 
within USDA and the APHIS field staff with a focus on ID compliance and enforce- 
ment; and (B) increase the slaughter-surveillance numbers so that the disease can 
be found and dealt with where it resides. 

Wildlife Services 

With well over one-quarter million sheep and lambs lost to predators each year, 
the Wildlife Services (WS) program of USDA-APHIS is vital to the economic sur- 
vival of the sheep industry. The value of sheep and lambs lost to predators and 
predator control expenses are second only to feed costs for sheep production. Costs 
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associated with depredation currently exceed our industry’s veterinary, labor and 
transportation costs. 

Wildlife Service’s cooperative nature has made it the most cost effective and effi- 
cient program within the Federal Government in the areas of wildlife management 
and public health and safety. Wildlife Services has more than 2,000 cooperative 
agreements with agriculture, forestry groups, private industry, State game and fish 
departments, departments of health, schools, county and local governments to miti- 
gate the damage and danger that the public’s wildlife can inflict on private property 
and public health and safety. 

ASI strongly supports the fiscal year 2006 appropriations for Wildlife Services op- 
erations and methods development programs, particularly as related to livestock 
protection. We ask the Subcommittee to fund the livestock industry request for the 
western region of Wildlife Services operations of livestock protection at $19 million. 

The line item of the fiscal year 2006 appropriations for the livestock protection 
program in the western region of WS was funded at $10.7 million, an increase of 
$700,000 which is very important to our industry and the agency operations. Fuel 
costs alone for aerial operations and ground vehicles have increased dramatically 
which burdens the operations budgets. 

The additional $8.3 million increase requested will increase the effectiveness of 
the livestock protection program. Federal funding available for livestock predation 
management by the Western Region program has remained relatively constant for 
approximately 16 years. WS program cooperators have been forced to fund more and 
more of the costs of the program. WS Western Region base funding has increased 
only 5.6 percent in the past 10 years while cooperative funding has increased 110 
percent. This increase has primarily come from individual livestock producers, asso- 
ciations, counties, and States. 

Additionally, new Federal mandates and program investments such as narrow- 
banding of radios, computer record keeping and compliance with the Endangered 
Species Act are requiring a larger portion of the already stretched budget and nega- 
tively impacting the amount of livestock predation management work that WS can 
conduct. 

We encourage and support continued recognition in the appropriations process for 
fiscal year 2007 of the importance of aerial hunting as one of Wildlife Service’s most 
efficient and cost-effective core programs. It is used not only to protect livestock, 
wildlife and endangered species, but is a crucial component of the Wildlife Services 
rabies control program. 

Similar to the increasing needs in the aerial hunting program, we encourage con- 
tinued emphasis in the programs to assist with management of wolf depredation in 
the States of Montana, Idaho, Wyoming, Minnesota, Wisconsin, Michigan, New Mex- 
ico and Arizona. Additionally, program expenses are expected in the States sur- 
rounding the Montana, Idaho and Wyoming wolf populations. It is strongly sup- 
ported that appropriations be provided for $586,000 for additional wolf costs antici- 
pated in Washington, Oregon, Nevada, Utah, Colorado and North Dakota. 

Economics of Predation Management 

The WS Western Region predation management program is one of the few govern- 
ment sponsored programs that is cost-shared, and this provides a significant benefit 
to both the producers and the government. Predation management, as conducted by 
the WS program, is cost effective and returns more money to the U.S. treasury than 
it costs. An analysis of 1998 data shows that for every dollar spent for predation 
management, $3 worth of livestock was saved. In that same year the total invest- 
ment in just the predation management program was $20 million ($9 million Fed- 
eral and $11 million cooperative funds); therefore, the full impact of this investment 
was a $250 million net increase in economic activity. Using today’s values for live- 
stock, every Federal dollar spent on predation management results in $10.84 in live- 
stock saved, conservatively, $97.5 million in livestock saved ($52.5 million in calves, 
$34 million in sheep and lambs, $11 million in goats). When cooperative funding is 
included with federal funds, the benefit cost ratio is $4.87:1. 


Type of Livestock 

No protected 

No saved from 
predators 

Total value of 
livestock saved 

Calves 

2,500,000 

70,000 

$52,500,000 

Adult Sheep 

2,000,000 

82,000 

8,200,000 

Lambs 

1,850,000 

214,600 

25,752,000 

Goats 

292,000 

110,960 

11,096,000 
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The value of livestock saved is much greater in rural economies than any other 
type of economic development. Livestock dollars, that would have been lost without 
adequate predation management, generate an additional three fold increase in non- 
agricultural economic activity in rural America. The total economic activity (both ag- 
riculture and non-agricultural sectors) generated by predation management is 
$390.2 million. 

Emerging Issues 

Additional issues are emerging in the West that will challenge the Federal WS 
program. 

— Wolves. — Recently a Federal judge struck down the threatened species status 
for wolves in the Western Distinct Population area eliminating the ability of 
private land ranchers to deal with wolves, thus requiring additional government 
intervention. 

— Wildlife. — The declines in predation management that have already occurred, 
and that will continue to occur without additional Federal funding, have re- 
sulted in negative impacts on many native wildlife populations. Several western 
States currently need to fund predation management to prevent the listing of 
sage grouse as an endangered species or to recover mule deer herds. 

Without additional Federal funding to support existing western livestock protec- 
tion programs, predation management expertise will be lost and livestock grazing 
in some areas will be jeopardized. Rural economies need this support and the return 
for the investment exceeds the requested assistance. 

ASI urges the Subcommittee to provide USDA, APHIS, WS, Western Region an 
additional $8.3 million of Federal funds for livestock protection. At a nominal 16 
percent tax rate on the economic activity generated by the investment would result 
in over $62 million to the Treasury. 


Total Livestock Protected 

Total Value of Livestock Saved (Using $10.84:1 Ratio) 

Value incl. Multiplier 

16 percent Nominal Tax rate 


6,642,000 

$97,548,000 

$390,192,000 

$62,430,720 



Chart 1. — Ten Year Comparison — WR Federal Base and Cooperative Funds 
(Including Livestock Protection) 

FARM AND FOREIGN AGRICULTURAL SERVICES 

Foreign Agricultural Service (FAS) 

The sheep industry participates in FAS programs such as the Market Access Pro- 
gram (MAP), Quality Samples Program (QSP) and the Foreign Market Development 
Program (FMD). ASl strongly supports appropriations at the full authorized level 
for these critical Foreign Agricultural Service programs. ASI is the cooperator for 
American wool and sheep pelts and has achieved solid success in increasing exports 
of domestic product. Exports of American wool have increased dramatically with ap- 
proximately 60 percent of U.S. production now competing overseas. 
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Risk Management Agency (RMA) 

Through ASI, the U.S. sheep industry is working with RMA on the development 
of “Livestock Risk Protection” for lamb (LRP-Lamb), a model-based, price-risk insur- 
ance product to help sheep producers manage the primary factor in their operation’s 
financial exposure. The sheep industry is very anxious to participate in a 27 State 
pilot project with LRP-Lamb as approved in September of 2006. The goal is a mar- 
ket-based, user-friendly risk management tool that effectively and efficiently pro- 
tects against unexpected price downswings that provides producers and their lend- 
ers with a critically needed financial management option. 

ASI urges the Subcommittee to support the agency’s research and developmental 
costs to design creative new programs for the livestock sector as well as in the “Ad- 
ministrative and Operating Expenses” category to enable RMA to deliver these prod- 
ucts, including appropriate maintenance expenses. 

NATURAL RESOURCES CONSERVATION SERVICE (NRCS) 

ASI urges increased appropriations for the range programs of the Soil Conserva- 
tion Service to benefit the private range and pasture lands of the United States with 
conservation assistance. We support the budget item and recommend an increased 
level for the Grazing Lands Conservation Initiative, which ASI has worked with, 
along with other livestock and range management organizations to address this im- 
portant effort for rangelands in the United States. 

RESEARCH, EDUCATION AND ECONOMICS 

Our industry is striving to be profitable and sustainable as a user of and contrib- 
utor to our natural resource base. Research, both basic and applied, and modern 
educational programming is essential if we are to succeed. We have been dis- 
appointed in the decline in resources USDA has been targeting toward sheep re- 
search and outreach programs. In order for the sheep industry to continue to be 
more globally competitive, we must invest in the discovery and adoption of new 
technologies for producing, processing and marketing lamb and wool. We urge the 
Subcommittee to send a strong message to USDA supporting sheep research and 
educational funding increases. 

Agricultural Research Service 

We continue to vigorously support the administration’s funding of research con- 
cerning emerging and exotic diseases. Emerging and exotic diseases continue to 
have significant impact on our industry due to animal health and trade issues. The 
animal disease portion should be substantial and is urgently needed to protect the 
U.S. livestock industry. We note the President’s request for fiscal year 2007 includes 
$9.5 million for BSE and CWD research. We agree that BSE has been an extremely 
important disease issue; however it is well established that BSE is being controlled 
globally and research has shown that since BSE is not transmitted by casual con- 
tact, actual disease concerns regarding BSE in the United States should be minimal. 
With this in mind, we respectfully remind the Subcommittee that scrapie along with 
CWD are Transmissible Spongiform Encephalopathies that are endemic in the 
United States and unlike BSE are transmitted hy casual contact. We recommend 
that any additional funds for BSE and CWD research also address scrapie with em- 
phasis toward scrapie eradication needs (detection and control methods). We also re- 
spectively remind the Subcommittee that scientists in the Animal Disease Research 
Unit (ADRU), ARS, Pullman Washington, have made significant progress in the 
early diagnosis of TSEs, in understanding genetic resistance to TSEs and in under- 
standing mechanisms of TSE transmission, which are important in eradication of 
all TSEs. The programs of these scientists at ADRU should be enhanced and ex- 
panded to include, for instance, the development of further improvements in rapid 
and accurate TSE detection methods and to provide an understanding of the role 
of other small ruminants as environmental sources of the TSE agent in the trans- 
mission of TSEs within the United States and world and to further understand the 
basis of genetic resistance and susceptibility to these devastating diseases. 

We note and strongly support the ARS 2008 priority initiative (3.8 million) enti- 
tled “Functional Genomics to Improve Nutrient Utilization in Beef Cattle”. Due to 
the extreme importance of this approach to enhancing the economics of sheep pro- 
duction and the recent progress in acquiring the sheep genome, we respectively re- 
quest that this initiative be expanded to include sheep genomics. Since 2001, Con- 
gress has had the foresight to appropriate $756,553 each year to this unit for “Mi- 
crobial Genomics.” Microbial genomics is the cornerstone project for their genomic 
research infrastructure and has resulted in very important genomics based research 
advancements for infectious diseases of livestock such as Ovine Progressive Pneu- 



737 


monia virus (OPPV), caseous lymphadenitis and foot rot. OPPV, caseous lymphade- 
nitis and foot rot cause infections and environmental contaminations that continue 
to have significant economic impact for U.S. sheep producers. Also, pneumonia of 
big horn sheep continues to be a major concern for the domestic sheep industry. 
Regulatory impact on the use of public lands by domestic sheep producers due to 
the perceived possibility of disease transmission events between big horn and do- 
mestic sheep continues to be significant. Most recently genomics based research has 
yielded advancements in the understanding of the pneumonia complex affecting big 
horn sheep. This research is consistent with the ARS 2008 priority initiative (4.9 
million) entitled “Livestock Immunology and Microbial Genomics to Improve Animal 
Health”. Very promising on-going genomic research efforts are directed at early de- 
termination of which sheep are susceptible to disease and responsible for economic 
losses. High throughput genomics has ushered in a new era of integrated research 
regarding the ability to link control of chronic, economically important diseases such 
as OPPV and important production traits. There are a number of infectious diseases 
across domestic and wild animals that will benefit from this research focus. It is 
becoming clear that not all infected animals transmit diseases with equal efficiency; 
in fact it appears that the “super shedders” are a small proportion of an infected 
population. In addition to aiding in the control of chronic infectious diseases such 
as OPPV, caseous lymphadenitis and foot rot, control of Big Horn Sheep pneumonia 
and internal parasitism may well be aided by this genomics approach. Early detec- 
tion of susceptibility and resistance will lead to practical intervention strategies. We 
respectively request the Subcommittee to recommend the restoration and enhance- 
ment of microbial genomics to ADRU for the fiscal year 2008 budget. With this in 
mind, we respectively request the subcommittee to recommend restoration of the 
$764,195 and enhancement of the microbial genomics budget of ADRU by $900,000 
to a total of $1,664,195 to use in collaboration with the University of Idaho, Wash- 
ington State University and the U.S. Sheep Experiment Station in Dubois and other 
collaborators to expand research concerning causation and transmission of the pneu- 
monia complex of big horn sheep and link predictive genomics based tests with the 
genetics of production. 

We also urge the Subcommittee to recommend the restoration of $484,292 for Ma- 
lignant Catarrhal Fever (MCF) at the ARS/ADRU in Pullman for the fiscal year 
2007 budget. MCF is a viral disease of ruminants that is of great concern to our 
livestock industries. The exotic variant of MCF is considered a high priority select 
agent. This funding is provided for collaborative research with the U.S. Sheep Ex- 
periment Station, Dubois ID and the University of Idaho, for vaccine development 
directed at preventing transmission and economic losses caused by MCF. 

Research into Johne’s disease has received additional funding through ARS over 
the past several years with a focus on cattle. Johne’s disease is also endemic in the 
U.S. sheep population and is not well understood as a sheep disease. The same food 
safety concerns exist in both sheep and cattle; other countries are also very con- 
cerned about Johne’s in sheep. We urge the Subcommittee to send a strong message 
to ARS that Johne’s disease in sheep should receive more attention with an empha- 
sis on diagnostics. 

We appreciate and support USDA’s strategic goals and note that strategic goal (3) 
“Enhance Domestic Rural and Farm Economies States in part as follows: “Work to 
expand production and market opportunities for bioenergy and biobased products”. 
In response to this strategic goal of the USDA we request that the Subcommittee 
recommend $350,000 as a targeted increase for ARS/ERRC research at Wyndmoor, 
PA to be directed toward research on wool at the molecular level focusing on anti- 
microbial properties, flame retardation and enhancement of fiber properties through 
enzyme treatments targeting high priority military needs and other niche market 
applications for consumers. 

Cooperative State Research, Education, and Extension Service (CSREES) 

The Minor Use Animal Drug Program is funded through a “Special Research 
Grant” that has had great benefit to the U.S. sheep industry. The research under 
this category is administered as a national program “NRSP-7” cooperatively with 
FDA/CVM to provide research information for the approval process on therapeutic 
drugs that are needed. Without this program, American sheep producers would not 
have effective products to keep their sheep healthy. We appreciate the fiscal year- 
2006 funding level of $582,000 for this program, and we urge the Subcommittee to 
recommend that it be funded at least at this level in fiscal year 2008 to help meet 
the needs of our rapidly changing industry and increasing costs for research nec- 
essary to meet the requirements for approving additional therapeutics for sheep. 

On-going funding for the Food Animal Residue Avoidance Databank (FARAD) pro- 
gram is critically important for the livestock industry in general and especially for 
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“minor species” industries such as sheep where extra-label use of therapeutic prod- 
ucts is more the norm rather than the exception. We urge the Subcommittee to rec- 
ommend that it be funded at least at the fiscal year 2006 level of $806,000 in 2008 
to help meet the needs of the animal industries. FARAD provides veterinarians the 
ability to accurately prescribe products with appropriate withdrawal times pro- 
tecting both animal and human health. 

On-going research to improve value quantification and marketing of wool is criti- 
cally important to the sheep and wool industry. ASI urges the Subcommittee’s sup- 
port to restore and continue the CSREES special grants program for wool research 
at least to the fiscal year 2006 level of $298,000 for fiscal year 2008. 

Research for the Montana Sheep Institute is important to the sheep and wool in- 
dustry. Sheep grazing is being used as an important tool for natural resource man- 
agement to improve the competitiveness of lamb and wool in the marketplace and 
reduce the impacts of invasive plant species. ASI encourages the Subcommittee’s 
support to continue funding at the fiscal year 2006 level of $691,000 for 2008. 

The Livestock Marketing Information Center (LMIC) is a unique and very effec- 
tive cooperative effort. This is not a State specific effort; it operates as a national 
virtual “Center of Excellence” for Extension education, research, and public policy. 
Members of the LMIC represent 26 Land Grant Universities, 6 USDA agencies, and 
a variety of associate institutions. In conjunction with the USDA’s Economic Re- 
search Service (ERS), this cooperative effort started in the mid-1950’s. This effort 
is an integral part of U.S. livestock marketing and outlook programs for cattle, hogs, 
sheep, dairy and poultry. Demands on the LMIC staff continue to increase from 
other USDA agencies, Land Grant Universities, State governments, commodity as- 
sociations and directly from producers. We strongly support funding be continued 
at least at the previously funded level of $194,000 for the Livestock Marketing In- 
formation Center (LMIC) in fiscal year 2008. The coordinating office for this na- 
tional Land Grant University directed effort is located in Lakewood, Colorado. As 
in the past, line-item funding will be directed through the USDA CSREES. 

The Joe Skeen Institute for Rangeland Restoration is an on-going collaborative re- 
search program with Texas A&M University, New Mexico State University and 
Montana State University. Federal support is sought to help correct critical deg- 
radation of public lands, especially desertification of rangelands through research 
and education. 

The rangelands of the United States have been degraded for decades impacting 
water runoff and production of amenities enjoyed by the general public. Innovative 
methods for control of invasive plants though goats and sheep are providing biologi- 
cal solutions while improving the environment. We urge the Subcommittee to sup- 
port the Institute at $2 million for fiscal year 2008. 

Grants to Train Farm Workers in Technologies and Specialized Skills Necessary for 
Higher Value Crops 

The shortage of skilled sheep shearers has increasingly become a problem for U.S. 
sheep producers and strong interest has been expressed in utilizing this grant pro- 
gram through USDA as authorized in section 6025 of the 2002 Farm Security and 
Rural Investment Act. Grant funds are authorized; however appropriations would 
be necessary for the program to allow the U.S. sheep industry the opportunity to 
apply for funds to train U.S. workers as sheep shearers. 


Prepared Statement of the American Society for Microbiology 

The American Society for Microbiology (ASM) is pleased to submit the following 
testimony on the fiscal year 2008 appropriation for the U.S. Department of Agri- 
culture (USDA) research and education programs. The ASM is the largest single life 
science organization with more than 42,000 members. The ASM mission is to en- 
hance the science of microbiology, to gain a better understanding of life processes, 
and to promote the application of this knowledge for improved health and for eco- 
nomic and environmental well-being. 

The ASM is concerned with the fiscal year 2008 proposed budget of approximately 
$2 billion for agricultural research and development, a $245 million decrease from 
fiscal year 2007, and a $428 million cut from fiscal year 2006. The steady decline 
in Federal funding for agricultural research will have detrimental effects on both 
public health and the Nation’s economy. Agricultural research is critical to USDA’s 
role in oversight of domestic and imported food production to ensure a safe food sup- 
ply and to the Nation’s stake in domestic and global markets. In 2006, U.S. agricul- 
tural exports reached a record $71 billion, an $8 billion increase over 2005. There 
are strong correlations between food safety, food markets, and the U.S. economy. 
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The estimated costs of five foodborne bacterial diseases alone total nearly $7 billion 
per year, with more than $71 million just for E. coli 0157 in contaminated ground 
beef. Recent outbreaks of disease linked to spinach and peanut butter and subse- 
quent product recalls illustrate the effects of contaminated food on private sector 
markets. 

The ASM asks Congress to increase support for the USDA Agricultural Research 
Service (ARS), the lead scientific agency that conducts intramural research, and the 
USDA National Research Initiative (NRI), the competitive, peer-reviewed grants 
program that supports extramural research. USDA research efforts in food safety, 
climate change, crop production, alternative fuels, the environment and other stra- 
tegic areas are producing tangible returns on past federal investments. U.S. agricul- 
tural output has more than doubled in the last 50 years, attributed by economists 
almost entirely to increased productivity by U.S. producers who benefit from the Na- 
tion’s investment in research and technology. Genetic improvements, for example, 
have accounted for half the yield gains in major cereal crops since the 1930s. The 
net gain from crop genetics research is estimated to be about $385 million per year 
in the United States and more than $600 million globally. The world’s population 
likely will reach 9 billion by about 2050 but agricultural experts foresee shortfalls 
in cropland expansion for food production, thus the increased food supply will need 
to come from enhanced yields based on basic and applied research. 

The President’s fiscal year 2008 budget request would reduce funding for the ARS 
by 11 percent from fiscal year 2007 and fiscal year 2006. The ASM urges Congress 
to provide at least $1.15 billion for the ARS in fiscal year 2008, the same level as 
fiscal year 2007 and fiscal year 2006. The President proposes funding the NRI at 
$257 million in fiscal year 2008, an increase of $67 million over fiscal year 2007; 
however, $61 million of the increase will be allocated to the integrated programs 
transferred into the NRI and biofuel research, providing the NRI with an actual in- 
crease of only $6 million for its base programs. 

Food Safety 

Strong support for the NRI and ARS is needed to provide the fundamental re- 
search essential to creating efficient and accurate technologies for the protection of 
human health and agricultural quality. This research is critical considering there 
are approximately 76 million foodborne illness cases in the United States per year. 
The United States has recently suffered from several bacterial foodborne illness out- 
breaks, including a widespread E. coli outbreak in spinach last summer that 
sickened more than 200 people and killed three. Several other outbreaks of sal- 
monella and E. coli also occurred last year. The most recent problem resulted in a 
large recall of all Peter Pan and certain Great Value peanut butter contaminated 
with salmonella. 

Recently, USDA supported scientists identified a safe and effective new sanitizer 
(acidified sodium chlorite, or SANOVA) that achieved a 5-log reduction of E. coli 
0157:H7, Listeria monocytogenes, and Salmonella on produce even in the presence 
of large organic loads. The researchers optimized sanitation treatment procedures 
to ensure good quality of shredded carrot and fresh-cut lettuce while maintaining 
the effective killing power of the sanitizer. 

Because livestock and poultry are often the original source of pathogens (even in 
the case of produce-borne outbreaks), additional research is needed to strengthen 
production safeguards that can protect animal and human health. Other ARS re- 
search groups have been developing interventions using bacteriocins (natural anti- 
microbial agents) and bacteriophage (bacteria-killing agents) that upon commer- 
cialization will contribute to a reduction in Campylobacter on chicken, leading to 
greater food safety. 

Additionally, there is concern that some food borne bacterial pathogens may be- 
come resistant to certain antimicrobial agents. It is necessary to have continued 
support for antimicrobial resistance monitoring programs, such as the National 
Antimicrobial Resistance Monitoring System (NARMS) the Collaboration on Animal 
Health Food Safety Epidemiology (CAHFSE) program to generate data that will 
guide appropriate interventions in the food production chain to minimize and con- 
tain antimicrobial resistant bacterial pathogens in the food supply. 

Through the Food Safety and Inspection Service (FSIS) and the Animal and Plant 
Health Inspection Service (APHIS), the USDA is ensuring the Nation’s food quality, 
providing safety interventions, and contributing to pathogen reduction. The ASM 
supports the President’s fiscal year 2008 requested increases above fiscal year 2007 
of 4.8 percent and 35.4 percent for FSIS and APHIS respectively. 

In 2002, the import share of total U.S. food consumption was 13 percent and con- 
tinues to grow today. As agricultural imports increase, it is important to develop 
better systems to screen produce and other food imports at the borders. Federal sup- 
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port of research is needed to develop better methods for rapid detection, sampling, 
and intervention to protect the public from food borne pathogens. 

Bioeconomy Based Systems 

Agricultural research is a critical component of discovering biobased products such 
as polymers, lubricants, solvents, composites, and energy. The USDA research pro- 
grams expand science-based knowledge and technologies to support the efficient, ec- 
onomical and environmentally friendly conversion of biomass, more specifically agri- 
cultural and municipal residuals into value-added industrial products and biofuels. 
Microbial research is essential to understanding and thus creating efficient conver- 
sion and production methods of biomass. 

As research in the area of biofuels and bioenergy expands, it also affects other 
aspects of food production such as the fact that corn prices for livestock will increase 
as more is diverted to biofuel production potentially affecting the food supply, ex- 
ports, and agricultural practices overall. The ASM urges the USDA to expand fur- 
ther the research programs on alternative bioenergy production to explore new re- 
sources and methods that would not compete with the food system, such as cel- 
lulose-based fermentation. 

The ASM notes that more research is needed to understand the impact that re- 
moving biomass for energy and other products has on the sustainability of soils and 
water. Since soil sustainability is intrinsically linked to the microbial health of the 
soil, and the health of soil can directly affect its ability to filter and clean water, 
a greater understanding of soil microbiology is essential to ensuring sustainability. 

Greater support for the NRI and ARS is essential to address the challenges of the 
emerging biobased industry with programs that support research, development and 
demonstration. 

Climate Change 

One of the most pressing issues faced by plant and animal producers is adapting 
to the impact of global change and climate on crop or animal production. Changing 
climate may alter bacterial and fungal pathogen pressures on plant and animal pro- 
duction and nutrient cycling and availability. Agriculture can contribute to a reduc- 
tion in greenhouse gases that are microbial driven. The agricultural community 
needs scientific information for planning and decision making, to ensure economic 
viability. Scientific information on global change and climate and its impacts on 
soils, water, air, microbial biology, as well as plant and animal biology, and the gen- 
eral environment will produce robust simulation models to provide guidance on the 
relative benefits associated with agronomic decisions. 

Current NRI-funded weather and climate projects focus on determining the effects 
of global change and climate on land-based systems and the global carbon cycle and 
on identifying agricultural and forestry activities that can help reduce greenhouse 
gas concentrations. Research can help identify, describe, and quantify processes in- 
volved in the cycling of organic and inorganic carbon in soil. Strong support of NRI 
is needed to develop new tools for accurately measuring greenhouse gases, methods 
for measuring and estimating carbon in ecosystems at different scales, and effective 
ways to sustain productivity in a changing environment. Information from this re- 
search can be used to achieve national goals on carbon dioxide and methane emis- 
sions reductions. 

Genomics 

The Microbial Genome Sequencing Program has been supported jointly by the 
NRI and the National Science Foundation (NSF) since fiscal year 2001. The pro- 
gram supports high-throughput sequencing of the genomes of a broad range of 
microorganisms and the development and implementation of strategies, tools, and 
technologies to make currently available genome sequences more valuable to the 
user community. Over 100 microbial genomes have been sequenced to date because 
of this program. The broad availability of these sequences has led to important in- 
sights into how the structure and content of microbial genomes affect the ability of 
microorganisms to function and adapt to the environments in which they live. The 
USDA/CSREES and NSF Microbial Genome Sequencing Program will lead to im- 
proved breeding strategies, increased disease resistance, and enhanced yield and nu- 
tritive value of agriculturally important plants and animals. The ASM urges Con- 
gress to provide strong support for the USDA genomics initiative. 

Soil Processes 

Microbial research is essential in protecting the Nation’s natural resources, soil 
and water, and the subsequent impact on the supply and quality of food. The NRI 
is currently supporting research that will potentially lead to an effective treatment 
to entrap, remove, or inactivate Cryptosporidia oocysts, which persist in soil and 
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water. Cryptosporidia are a potentially fatal protozoan that infects humans, live- 
stock, and wildlife. When an effective control mechanism is developed, it may prove 
to be effective in dealing with all pathogens, including Salmonella, enteric bacteria, 
and viruses. The ASM urges Congress to increase support for the NRI to continue 
and expand on opportunities in soil processes research that is critical for the health 
and well-being of the Nation. 

'Workforce Development and Training 

Studies project that over the period 2005-2010, employment opportunities for U.S. 
college graduates with expertise in the food, agricultural, and natural resources sys- 
tems are expected to average over 52,000 openings per year, with some 49,300 quali- 
fied graduates available each year for these positions; with approximately 32,300 
new graduates available from the U.S. colleges of agriculture and life sciences, for- 
estry, and veterinary medicine and 17,000 qualified graduates from allied higher 
education programs such as biological sciences, engineering, business, health 
sciences, communication, and applied technologies will be available. It is essential 
to foster programs that assess what the future workforce demands will be in agricul- 
tural research and contribute to workforce development and training to meet these 
demands. 

The ASM urges Congress to increase support for the NRI. As grant applications 
have increased, and funding has remained flat essentially for the last 4 years, young 
scientists are discouraged by the low funding rate of just 16 percent. Increasing 
funding for the NRI will increase the funding rate, providing greater opportunity 
for young scientists. 

Conclusion 

The ASM urges Congress to increase research funding for the USDA. The 2002 
Farm Bill stated the sense of Congress to double funding for agriculture research 
over the next 5 years. The ASM is concerned that we are losing ground in the im- 
portant field of agricultural research, just as the challenges the Nation faces in com- 
petitiveness, food safety, energy, and climate change, places more emphasis on the 
need for greater research to answer these demands. 

The ASM appreciates the opportunity to provide written testimony and would be 
pleased to assist the Subcommittee as it considers the fiscal year 2008 appropriation 
for the USDA. 


Prepared Statement of the American Society for Microbiology 

The American Society for Microbiology (ASM) appreciates the opportunity to com- 
ment on the fiscal year 2008 budget submission for the Food and Drug Administra- 
tion (FDA). The ASM is the largest single life science Society with over 42,000 mem- 
bers, who work in academic, clinical, government and industry laboratories and are 
involved in research and diagnostic testing. The Society has a special interest in the 
activities of the FDA which are critical to safeguarding the health and welfare of 
the public. The ASM supports an increase in funding for FDA activities, which are 
expanding because of scientific innovations, rapid globalization and new and re- 
emerging diseases. The ASM urges that the FDA budget be increased and specifi- 
cally recommends a significant increase for FDA Food Safety activities. An increase 
in the FDA budget will better equip the agency to address new public health issues 
and additional funding for food safety programs will help to protect the safety and 
quality of food consumed in the United States. 

The FDA has enormous responsibilities that affect the public every day. About 20 
percent of consumer spending in the United States buys FDA regulated products, 
an annual expenditure of nearly $1.5 trillion. The FDA plays a critical role in over- 
seeing and evaluating new products with significant potential to greatly improve 
public health and reduce costs to society. Annual spending on health care in the 
United States reached nearly $2 trillion in 2005. Last year, FDA approved an array 
of new cost containing medical advances, including vaccines to fight cervical cancer, 
shingles, and gastroenteritis. FDA scientific and support staff must be prepared to 
respond to disease outbreaks, like those recently linked to contaminated salad 
greens and peanut butter. It is essential that FDA receive the federal funding which 
it needs to meet its changing and expanding regulatory responsibilities. 

The proposed fiscal year 2008 budget for FDA includes $1.64 billion in budget au- 
thority and nearly $444 million to be collected as industry user fees, an overall 6.8 
percent increase above the fiscal year 2007 request. The fiscal year 2008 budget au- 
thority includes a net increase of $95.3 million to subsidize high priority initiatives 
identified as crucial by the FDA and external reviewers. The ASM agrees that this 
is a justifiable and wise investment in these priority initiatives, which include 
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strengthening food safety, modernizing FDA drug safety programs, and assuring 
FDA expertise and infrastructure upgrades. 

Strengthening Food Safety 

Foodborne disease continues to be a problem in the United States. In 2006, FDA 
investigators helped pinpoint the sources of pathogens in familiar products sold at 
grocery stores and restaurants, by testing contaminated spinach and lettuce, oys- 
ters, and peanut butter. More than 250 foodborne illnesses are recognized by the 
FDA’s Center for Food Safety and Applied Nutrition (CFSAN). Federal officials esti- 
mate that each year about 76 million become sick, more than 300,000 are hospital- 
ized, and 5,000 die from foodborne illnesses. The high priority initiative to enhance 
food safety includes much needed improvements like hiring experts in fresh produce 
microbiology, enhancing geographic information systems (GIS/GPS) to better map 
disease outbreaks, and expanding genomic databases used in screening imported 
foods. 

The FDA’s food program regulates $417 billion worth of U.S. produced foods, $49 
billion in imported foods, and $59 billion in cosmetics, from point of entry or produc- 
tion to point of sale. Global marketing, the threat of bioterrorist agents added to 
foods, changing American diets, and the rapidly growing diet supplement industry 
converge to further complicate FDA efforts toward a safe food supply. CFSAN per- 
sonnel oversee consumer products as diverse as tattoo inks and infant formula. In 
fiscal year 2006, they inspected lettuce farming and processing operations in Cali- 
fornia, completed construction of a high level containment laboratory to develop 
methods for identifying biothreat agents, established a repository of pathogenic 
Escherichia coli 0157:H7, and augmented advanced research tools for pinpointing 
sources of contamination by specific bacterial strains. 

The fiscal year 2008 budget request includes $10.6 million to strengthen the 
FDA’s food safety activities, as part of the overall $467 million allocated to the agen- 
cy’s Foods Program (a 4 percent increase over fiscal year 2007). The proposed in- 
crease in FDA’s food safety activities is not sufficient to provide the resources need- 
ed to ensure adequate protection and programs based on the best science. The FDA 
is responsible for ensuring the safety and quality of 75 percent of the food consumed 
in the United States. Despite the fact that additional funding was provided to FDA 
in the 2007 Joint Resolution, no increase was provided for food safety. The food safe- 
ty program must, therefore, absorb infrastructure and payroll costs at the expense 
of funding critical program needs. When the fiscal year 2008 CFSAN food safety re- 
quest is compared to funding for food safety in the 2007 Joint Resolution, the net 
increase in fiscal year 2008 is only $1 million. The proposed increase for food safety 
activities at CFSAN would be at the expense of current CFSAN programs. 

FDA food safety activities are not able to keep pace with the demands to protect 
food in this country. The two primary centers within FDA that address food safety 
are CFSAN and the Office of Regulatory Affairs (ORA). In fiscal year 2004, CFSAN 
was authorized 901 FTEs, with a major focus on addressing food safety issues. Since 
then, several additional responsibilities have been delegated to the Center for regu- 
latory oversight, including nutritional claims, food allergens, nanotechnology, and 
food security, and major reductions in appropriated personnel positions have oc- 
curred. In fiscal year 2008, only 756 FTEs have been proposed for CFSAN. In addi- 
tion, in fiscal year 2004 2,086 FTEs were appropriated for ORA, the inspection pro- 
gram of FDA. About 30 percent of the ORA is allotted to food inspection, which 
equates to 626 inspectors. In fiscal year 2008, 1,946 FTEs have been proposed for 
ORA, which equates to 584 for food inspectors. Currently, the United States Depart- 
ment of Agriculture (USDA) Food Safety and Inspection Service (FSIS) has approxi- 
mately 7,600 inspectors for approximately 6,500 meat and poultry processing facili- 
ties. FDA has about 600 food inspectors for over 50,000 food processing facilities 
which the agency oversees. The FDA would need at least 58,500 inspectors to be 
on par with the USDA-FSIS meat and poultry inspection program. Both FDA’s 
CFSAN and the foods program within ORA are woefully under funded to adequately 
accomplish the tasks required to verify the safety of the U.S. food supply. Address- 
ing gaps in inspection and compliance, enhancing scientific risk assessment, man- 
agement and analysis, and science based food standards are examples of areas in 
need of new resources to provide adequate public health protection to the nation’s 
food supply. The ASM recommends the FDA Food Safety programs be appropriated 
an additional $75 million to strengthen CFSAN and ORA Food Safety activities. 

The FDA’s Center for Veterinary Medicine (CVM) regulates animal drugs and 
feeds used to care for a momentous number of animals: 9 billion chickens, 266 mil- 
lion turkeys, 97 million cattle, 61 million pigs, 11 million sheep and goats, 130 mil- 
lion dogs and cats, and 5 million horses. The current recall of 60 million containers 
of pet food by a major Canadian manufacturer, following reports of kidney failure 
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in dogs and cats, is the most recent example of CVM’s rapid response to consumer 
complaints. The FDA quickly alerted the public and the media of the potential 
threat to pet health, while CVM personnel are onsite at the company’s U.S. plants 
to search for any connection between the reported cases and product processing. The 
fiscal year 2008 budget requests $106 million to support FDA’s supervision of ani- 
mal drugs and feeds, roughly a 7 percent increase. CVM programs slated to receive 
a funding increase include an interagency effort against the rising incidence of drug 
resistant microorganisms. In September 2006, the FDA released its third annual re- 
tail meat report, based on laboratory testing for resistance among meat associated 
microorganisms, part of the interagency National Antimicrobial Resistance Moni- 
toring System. The FDA also issued an order last year that prohibits the extra label 
use in poultry of two classes of human anti influenza drugs, to avoid emergence of 
resistant strains of type A influenza that include the avian H5N1 virus. Other fiscal 
year 2008 funding targets are vigilance against Bovine Spongiform Encephalopathy 
(BSE) in cattle and evaluation of genetically modified animals as human food 
sources. Emerging infectious diseases and cutting edge science force regulators to 
adapt, to acquire new scientific methods and evaluate previously unknown food safe- 
ty issues. Last December, the FDA issued three draft documents on the safety of 
animal cloning, concluding that meat and milk from clones and their offspring are 
safe as food, but asking producers to refrain from selling such products until final 
documents are released following public comment. The three documents illustrate 
the breadth and complexity of FDA oversight of specific food sources: a draft risk 
assessment, a proposed risk management plan, and a draft guidance for industry. 

Modernizing Drug Safety 

In 2006, two reports released by the Institute of Medicine (IOM) warned health 
officials about high numbers of prescription drug dispensing errors and about prob- 
lems with drug safety oversight. The first report estimated that at least 1.5 million 
preventable adverse drug events (ADEs) occur each year in the United States. The 
report also concluded that preventable ADEs in hospitals alone could be costing the 
U.S. economy about $3.5 billion annually in treatment expenses, adding that the 
extra cost of drug error related illness and death in the ambulatory setting had al- 
ready reached an estimated $177.4 billion by 2000. In response to these crises in 
prescription errors, the proposed fiscal year 2008 budget specifically requests nearly 
$9 million to modernize FDA’s drug safety programs. The FDA expects the fiscal 
year 2008 initiative to revolutionize the agency’s ability to identify drug safety 
issues, by collecting surveillance numbers from more databases, acquiring the latest 
scientific tools to evaluate drugs and patient reactions, hiring specialist investiga- 
tors to detect and resolve problems, and improving communication on safety to all 
stakeholders. 

The proposed fiscal year 2008 budget sets aside nearly $571 million for the FDA’s 
ongoing oversight of human drugs, a 10 percent increase over fiscal year 2007. With- 
out adequate funding, the quality of drug oversight will deteriorate at the same time 
as regulatory demands are expanding steadily. Each year, the FDA’s Center for 
Drug Evaluation and Research (ODER) evaluates growing numbers of new and on- 
market drug products, routinely investigating adverse medical events and clarifying 
consumer information included in packaging. In 2006, the FDA approved several 
significant new drugs after extensive research and review, including the first in- 
haled insulin for self treatment by adult patients, the first drug patch for depres- 
sion, the first drug treatment for a rare glycogen storage disease (Pompe disease, 
designated an FDA orphan drug), and the first drug for dementia of Parkinson’s dis- 
ease. Throughout the year, the agency announced a number of drug labeling 
changes based on adverse event reports. The FDA also contributed to ongoing 
counterbioterrorism initiatives, approving a nerve agent treatment for use by civil- 
ian emergency personnel and generic versions of a drug already FDA approved for 
inhalational anthrax. 

Improving Generic Drug Review 

The budget requests $5.6 million to improve the evaluation of new generic drugs 
and $15.7 million in new generic drug user fees to be collected from drug manufac- 
turers to underwrite the rapidly expanding generic drug industry. In 2005, prescrip- 
tion drug sales accounted for roughly 10 percent of the $2 trillion in total health 
care spending (about $200.7 billion), making medications the third largest spending 
category. During the past six years, generic drug applications to the FDA’s Office 
of Generic Drugs (OGD) increased by 158 percent (793 in fiscal year 2006), and the 
OGD estimates that 857 applications will be filed in fiscal year 2008. The fiscal year 
2008 request to fund the FDA’s generic drug initiative recognizes this expanding de- 
mand on FDA oversight. The agency already has implemented steps to improve pro- 
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gram efficiency, to shorten turn around time for applications. It estimates that fund- 
ing for the fiscal year 2008 initiative will permit approval of as many as 550 generic 
drugs annually, reducing U.S. prescription drug costs and making more treatments 
available to more patients. In fiscal year 2006, the FDA approved or tentatively ap- 
proved a record 510 new generic drug applications. Among those approved were 13 
HIV/AIDS drugs and medications for hyperlipidemia, depression, osteoarthritis, and 
high cholesterol. 

Modernizing Biologies Safety 

The initiative to modernize drug safety, which is allocated $11.2 million in the fis- 
cal year 2008 budget, includes more than $2.2 million to enhance safety assess- 
ments of biologies, blood and blood products, human tissue, cell and gene therapies, 
vaccines, and allergenic products. Statistics from 2006 reveal the extent of products 
regulated by the FDA’s Center for Biologies Evaluation and Research (CBER): more 
than 14 million units of blood and blood products transfused, over 235 million vac- 
cinations administered, and more than one million human tissues transplanted. 
Funding would expand postmarket surveillance, strengthen adverse event assess- 
ment, and improve communication with the medical community and other partners. 
The overall fiscal year 2008 budget for the Biologies Program would be $216 million, 
a 10.8 percent increase over fiscal year 2007 that properly recognizes safe biologic 
products save lives and economic resources. CBER scientists must be able to evalu- 
ate cutting edge product development, including their involvement in the nearly 250 
new gene therapy studies presently overseen by the Center. CBER oversight has 
been highly effective; for example, the risk of HIV and hepatitis C transmission 
through blood transfusion has been reduced from 1 in 100 units in the 1980s to less 
than 1 in a million units today. Cost effective vaccines in particular are credited 
with saving thousands of lives and millions of dollars in health care costs. In 2006, 
CBER approved new vaccines against three pathogenic viruses that cause signifi- 
cant death and disability: human papillomavirus (cervical cancer, sexually trans- 
mitted disease), herpes zoster virus (shingles), and rotavirus (gastroenteritis in in- 
fants and children). 

Improving Medical Device Safety 

A high priority initiative proposed in the fiscal year 2008 budget would help the 
FDA better evaluate the safety of a wide range of medical devices marketed in the 
United States. Of the $285 million allocated to the Medical Devices Program, about 
$7.2 million will fund specific advances in safety analysis and consumer information 
provided by the Center for Devices and Radiological Health (CDRH). As elsewhere 
in the FDA, demands on CDRH staff are being intensified by global market forces, 
rapidly advancing technologies, and shifting population demographics. In fiscal year 
2006, CDRH received over 150,000 adverse event reports requiring review and in 
some cases follow up actions to protect the public health. Last year, FDA personnel 
continued collaboration with the Federal Trade Commission and eBay to make cer- 
tain that unapproved medical devices were not being sold on the website. The 
CDRH also approved innovative devices with significant health enhancing potential, 
including the first easy to use portable lead poisoning test system, a device that will 
reduce brain damage in some hospitalized infants by keeping the head cool, a rapid 
diagnostic test for avian influenza viruses based on polymerase chain reaction (PCR) 
technology, and a sensor that wirelessly transmits blood glucose readings in real 
time for use by diabetics at home. The CDRH recently provided the scientific sup- 
port for a large clinical trial of digital mammography, showing that the new tech- 
nology was significantly more accurate than standard film mammography among 
patients with dense breasts, under age 50, or pre and perimenopausal. In fiscal year 
2008, CDRH expects to certify new mammography facilities after evaluation of their 
technological expertise, plus examine and recertify one third of the more than 8,900 
existing mammography facilities in the United States. 

ASM Supports the Proposed FDA Budget for Fiscal Year 2008 

The ASM supports an increase of $75 million in the proposed budget for food safe- 
ty and asks the Congress to appropriate the funding necessary to strengthen FDA 
regulation of foods, drugs, medical devices and other products that affect the public 
health. The ASM reminds the Congress that without its highly skilled staff of sci- 
entists and professionals, the FDA will not succeed in fully protecting U.S. public 
health with activities that are based on the best science available. If the agency does 
not receive adequate funding, it will be forced to reduce the number of safety offi- 
cers, onsite inspectors, product reviewers, and laboratory researchers so necessary 
to effective and efficient oversight of FDA regulated products. 
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Prepared Statement of the Animal Health Institute 

Dear Mr. Chairman: I write today to request that you include funding for prior- 
ities important to the animal health industry in the fiscal year 2008 Agriculture Ap- 
propriations Bill. 

The Animal Health Institute strongly endorses the Administrations fiscal year 
2008 budget request of $19,867 million for the U.S. Department of Agriculture’s 
Center for Veterinary Biologies, an increase of about $4.4 million over its fiscal year 
2007 funding level. For the past three fiscal years, CVB’s funding has not included 
cost of living increases, so no progress has been made in filling vacant positions for 
reviewers, inspectors, and laboratory personnel. The CVB Inspection and Compli- 
ance division is currently at about 65 percent of its authorized personnel level, and 
the Policy, Evaluation, and Licensing division (including the laboratory) is below 50 
percent. CVB’s leadership anticipates that another year of level funding would force 
staff cutbacks in order to absorb the new activities relating to beginning operations 
in the new laboratories and added security responsibilities. 

Every year, U.S. animal health companies produce 83 billion doses of animal vac- 
cines. These vaccines are critical to protecting the health of America’s flocks, herds, 
and pets from domestic and foreign animal diseases. Animal health companies, for 
instance, are developing new and innovative biologic to greatly reduce the presence 
of food-borne pathogens in animals just prior to slaughter, resulting in less pressure 
on pathogen reduction programs during processing. These new products represent 
a step forward in on-farm contributions to food safety. The lack of funding at CVB 
is dire, and threatens the innovation and availability of these products. 

Additionally, Congress has authorized the Animal Drug User Fee Act, imple- 
menting a system of performance standards and user fees to improve the new ani- 
mal drug review process at FDA’s Center for Veterinary Medicine. Now in the 
fourth year of ADUFA implementation, CVM continues to make steady progress to- 
ward its performance goals. Animal producers will benefit from a supply of new and 
innovative products being brought to market more efficiently. The Committee has 
generously funded the fees in the previous four appropriations cycles. The Presi- 
dent’s budget proposal includes $13,696 million that needs to be appropriated for 
fiscal year 2008, the last year of ADUFA authorization. The fiscal year 2008 user 
fee request includes the first quarter of fees for fiscal year 2009, funds which would 
be needed to ramp down the program if it were not reauthorized. The industry and 
Administration have not yet begun to negotiate a re-authorization agreement, but 
we are confident that ADUFA will be reauthorized. We ask for the user fees to be 
included in this year’s appropriations bill. Similar to appropriations for the Prescrip- 
tion Drug User Fee Act, this appropriation is entirely budget neutral as the money 
will be provided by animal health companies. 

The Animal Health Institute also endorses the President’s budget request of 
$94,809 million for FDA’s Center for Veterinary Medicine (CVM). This amount in- 
cludes the additional budget authority that is needed to make sure that user fee 
triggers are met. The additional funding will ensure that CVM is able to continue 
essential post market safety programs that would otherwise be adversely affected 
in order to meet ADUFA trigger fee requirements. 

Finally, the Animal Health Institute strongly urges the Committee to fund the 
Administration’s request of $1.8 million for the Collaboration for Animal Health and 
Food Safety Epidemiology (CAHFSE), a joint effort of the Animal and Plant Health 
Inspection Service, the Food Safety and Inspection Service, and the Agricultural Re- 
search Service. CAHFSE will enable USDA to identify and track emerging diseases 
and identify and implement mitigation strategies in a timely manner thereby avert- 
ing economic, animal health, and public health consequences. Further, it will pro- 
vide comprehensive, science based answers regarding animal health and public 
health and will serve as a model for future surveillance efforts on a national level. 
Finally, it is the only pre-harvest food safety request included in the President’s 
budget request. 

Thank you for your consideration. Please do not hesitate to contact me if you have 
any questions or need additional information. 


Prepared Statement of the Animal Welfare Institute 

Dear Mr. Chairman: We are writing in support of an fiscal year 2008 appropria- 
tion of $1.8 million for the Animal Welfare Information Center (AWIC) at the Na- 
tional Agricultural Library. The AWIC was established in 1986 in response to a 
mandate in the Improved Standards for Laboratory Animals amendment to the Ani- 
mal Welfare Act. The Center serves as a clearinghouse, training center, and edu- 
cation resource for those involved in the use of animals for research, testing and 
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teaching, and the need and demand for its services continue to outstrip its ability 
to respond. The AWIC’s subject areas include husbandry, handling, and care of ani- 
mals; personnel training; animal behavior; alternatives; improved methodologies; en- 
vironmental enrichment of non-human primates, and pain control via anesthesia 
and analgesia. Further information on the Center is on the web at: http:// 
www.nal.usda.gov/awic. 

The AWIC staff also compiles and distributes information resources from the sci- 
entific literature on zoonotic diseases such as avian influenza, transmissible 
spongiform encephalopathies, tuberculosis, etc. 

An appropriation of $1.8 million would be used as follows: 

— $1,273,000 — Staff salary and benefits, including 2 critical new positions to sup- 
port and enhance the use and usability of AWIC’s most essential tool, its data- 
base. A Technical Information Specialist is needed to meet growing demand for 
complex AWIC database searches; to train the research community to meet the 
AWA’s information requirements; and to produce large topical information re- 
sources. A new Information Technology Specialist would build, manage, and im- 
prove use of the AWIC database. 

— $61,400 — Present exhibitions at conferences, including 3 regional AALAS con- 
ference in underserved areas of the country 
— $36,000 — Present workshops in cooperation with Animal Care to assist licens- 
ees/registrants frequently cited for AWA violations 
— $28,000 — Prepare and conduct informational workshops at research institutions 
across the country 

— $4,100 — Prepare and conduct local workshops 
— $38,000 — Acquisition of and electronic access to data 
— $29,200 — Printing and reproduction (paper and electronic) 

— $26,000 — Office supplies (software, hardware, etc.) 

— $20,400 — Internet services 
— 813,900 — NAL staff training 
— 8270,000 overhead to ARS and NAL 

AWIC’s services are vitally important to the nation’s biomedical research enter- 
prise because they facilitate compliance with specific requirements of the Federal 
animal welfare regulations and policies governing animal-related research. In addi- 
tion, the AWIC provides extensive research services for us, thereby greatly bene- 
fiting our work on animal research issues. We appreciate and look forward to a con- 
tinued working relationship with the Animal Welfare Information Center and hope 
you will support our modest request for appropriations. 


Prepared Statement of the California Industry and Government Central 
California Ozone Study Coalition 

Mr. Chairman and Members of the Subcommittee, on behalf of the California In- 
dustry and Government Central California Ozone Study (CCOS) Coalition, we are 
pleased to submit this statement for the record in support of our fiscal year 2008 
funding request of $400,000 from the Department of Agriculture for CCOS. These 
funds are necessary for the State of California to address the very significant chal- 
lenges it faces to comply with new national ambient air quality standards for ozone 
and fine particulate matter. The study design incorporates technical recommenda- 
tions from the National Academy of Sciences (NAS) on how to most effectively com- 
ply with Federal Clean Air Act requirements. 

First, we want to thank you for your past assistance in obtaining Federal funding 
for the Central California Ozone Study (CCOS) and California Regional PM 10 /PM 2.5 
Air Quality Study (CRPAQS). Your support of these studies has been instrumental 
in improving the scientific understanding of the nature and cause of ozone and par- 
ticulate matter air pollution in Central California and the Nation. Information 
gained from these two studies is forming the basis for the 8-hour ozone, PM 2 . 5 , and 
regional haze State Implementation Plans (SIPs) that are due in 2007 (ozone) and 
2008 (particulate matter/haze). As with California’s previous and current SIPs, all 
future SIPs will continue to be updated and refined due to the scientific complexity 
of our air pollution problem. Our request this year would fund the completion of 
CCOS to address important questions that won’t be answered with results from pre- 
viously funded research projects. 

To date, our understanding of air pollution and the technical basis for SIPs has 
largely been founded on pollutant-specific studies, like CCOS. These studies are con- 
ducted over a single season or single year and have relied on modeling and analysis 
of selected days with high concentrations. SIPs are now more complex than they 
were in the past. The National Academy of Sciences (NAS) now recommends a 
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weight-of-evidence approach that will involve utilizing more broad-based, integrated 
methods, such as data analysis in combination with seasonal and annual photo- 
chemical modeling, to assess compliance with Federal Clean Air Act requirements. 
This will involve the analysis of a larger number of days and possibly an entire sea- 
son. In addition, because ozone and particulate matter are formed from some of the 
same emissions precursors, there is a need to address both pollutants in combina- 
tion, which CCOS will do. 

Consistent with the NAS recommendations, the CCOS study includes corrobora- 
tive analyses with the extensive data provided by past studies, advances the state- 
of-science in air quality modeling, and addresses the integration of ozone and partic- 
ulate pollution studies. In addition, the study will incorporate further refinements 
to emission inventories, address the development of observation-based analyses with 
sound theoretical bases, and includes the following four general components: 

— Performing SIP modeling analyses — 2005-2011 

— Conducting weight-of-evidence data analyses — 2006-2008 

— Making emission inventory improvements — 2006-2010 

— Performing seasonal and annual modeling — 2008-2011 

CCOS is directed by Policy and Technical Committees consisting of representa- 
tives from Federal, State, and local governments, as well as private industry. These 
committees, which managed the San Joaquin Valley Ozone Study and are currently 
managing the California Regional Particulate Air Quality Study, are landmark ex- 
amples of collaborative environmental management. The proven methods and estab- 
lished teamwork provide a solid foundation for CCOS. 

For fiscal year 2008, our Coalition is seeking funding of $400,000 from the De- 
partment of Agriculture/CSREES in support of CCOS. Domestic agriculture is facing 
increasing international competition. Costs of production and processing are becom- 
ing increasingly more critical. With the recent SJV PMio SIP and the upcoming 
ozone and PM 2.5 SIPs, the agricultural industry within the study area is facing 
many new requirements to manage and reduce their air quality impacts. The identi- 
fication of scientifically validated, cost-effective options for reducing the environ- 
mental impacts of on-field and livestock related air emissions will contribute signifi- 
cantly to the long-term health and economic stability of local agriculture. Funding 
will support livestock and crop-related research that will help maintain a vital agri- 
cultural industry within the state. Research will be focused to measure baseline 
emissions, and to study the most economical and effective approaches for reducing 
the impacts of agriculture on air quality. These studies also have nationwide bene- 
fits. 

The funding request is for: (1) Study of agricultural volatile organic compound 
(VOC) emissions from pesticide application that will help answer questions relevant 
to farmers and regulators throughout the Nation, (2) Evaluation of baseline live- 
stock emissions (VOCs, PM 10 , ammonia) and effective methods to reduce these emis- 
sions, (3) Development of livestock facility emissions models as recommended by the 
National Academy of Sciences and (4) Improvement of emissions estimates for agri- 
cultural related diesel engines, both on-road and off-road. This includes emission 
factors, activity data, fleet characteristics, seasonality of emissions, and benefits of 
incentive programs to accelerate the introduction of cleaner engines. 

Thank you very much for your consideration of our request. 


Prepared Statement of the Coalition on Funding Agricultural Research 

Missions 

The Coalition on Funding Agricultural Research Missions (CoFARM) appreciates 
the opportunity to submit testimony on the fiscal year 2008 appropriation for the 
United States Department of Agriculture (USDA). CoFARM is a coalition of 24 pro- 
fessional scientific organizations with over 200,000 members dedicated to advancing 
and sustaining a balanced investment in our nation’s research portfolio. 

The USDA sponsors research and education programs which contribute to solving 
agricultural problems of high national priority and ensuring food availability, nutri- 
tion, quality and safety, as well as a competitive agricultural economy. Agriculture 
faces new challenges, including threats from emerging infectious diseases in plants 
and animals, climate change, and public concern about food safety and security. It 
is critical to increase the visibility and investment in agriculture research to re- 
spond to these challenges, and we appreciate the efforts of Congress to fund the Na- 
tional Research Initiative (NRI) at $190 million in fiscal year 2007. We urge the 
Subcommittee to support the Administration’s fiscal year 2008 request of $257 mil- 
lion for this program. 
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USDA National Research Initiative Competitive Grants Program 

The National Research Initiative Competitive Grants Program (NRI) was estab- 
lished in 1991 in response to recommendations outlined in the report, Investing in 
Research: A Proposal to Strengthen the Agricultural, Food and Environmental Sys- 
tem, by the National Research Council’s (NRC) Board of Agriculture. This report 
called for increased funding by USDA of high priority research through a competi- 
tive peer-review process directed at: 

— Increasing the competitiveness of U.S. agriculture. 

— Improving human health and well-being through an abundant, safe, and high- 
quality food supply. 

— Sustaining the quality and productivity of the natural resources and the envi- 
ronment upon which agriculture depends. 

Stakeholders of the research community continue their interest in and support of 
the NRI, which is reflected in two subsequent NRC reports, Investing in the Na- 
tional Research Initiative: An Update of the Competitive Grants Program of the 
U.S. Department of Agriculture, published in 1994, and National Research Initia- 
tive: A Vital Competitive Grants Program in Food, Fiber, and Natural Resources Re- 
search, published in 2000. 

Today, the NRI, housed within USDA’s Cooperative State Research, Education, 
and Extension Service (CSREES), supports research on key problems of national 
and regional importance in biological, environmental, nutritional, physical, and so- 
cial sciences relevant to agriculture, food, health and the environment on a peer- 
reviewed, competitive basis. Additionally, NRI enables USDA to develop new part- 
nerships with other Federal agencies that advance agricultural science like its cur- 
rent collaborations between NRI and DOE and NSF. 

CoFARM urges Congress to support the Administration’s requested increase for 
NRI in fiscal year 2008. NRI’s proposed increase comes from the shifting of CSREES 
Integrated Activities, such as food safety, pest management, and water quality, 
making up $42 million of the proposed increase, providing a net increase of $25 mil- 
lion for NRI. The Administration also requests $19 million of the NRI budget be 
used for bioenergy research. CoFARM supports the Administration’s effort to in- 
crease competitively awarded funding mechanisms. 

By increasing the funding for this program, the United States is investing in our 
nation’s future. Failure to make this investment will imperil the future of agri- 
culture in the United States by reducing competitiveness and decreasing produc- 
tivity. With limited dollars our scientists already produce an annual rate of return 
of at least 40 percent. 1 This high rate of return suggests that an increase in funds 
to agricultural research would be beneficial to the U.S. economy. 

Because of Federal investment, we have made since 1991, we have gained valu- 
able new knowledge in areas such as: 

Food Safety and Nutrition 

USDA funded competitive research has supported studies to understand incen- 
tives for firms to adopt food safety controls and industry response to losses when 
products are recalled for food safety violations. 

USDA supported scientists identified a safe and effective new sanitizer (SANOVA) 
that achieved a 5-log reduction of E. coli, Listeria, and Salmonella on produce even 
in the presence of large organic loads. The researchers optimized sanitation treat- 
ment procedures to ensure good quality of shredded carrot and fresh-cut lettuce 
while maintaining the effective killing power of the sanitizer. This research is crit- 
ical considering there are approximately 76 million foodborne illness cases in the 
U.S. per year and the findings from this research is especially useful to the fresh 
produce industry as they provide practical information in selecting a suitable sani- 
tizer to maintain microbial safety and quality of fruits and vegetables. 

Iowa State University researchers have studied fatty acid composition in beef and 
dairy cattle through a NRI funded grant. They have discovered a single nucleotide 
polymorphism that is correlated to content of C14-0 (myristic acid, the most 
atherogenic of saturated fatty acids) of beef. Thus, the marker in the throesterase 
domain in fatty acid synthase gene can be used to select for healthier beef. 

University of Illinois scientists are involved with the assessment of general risk 
posed from transgenic animals, which is important to their future contributions to 
society. Identification of potentially harmful properties of transgenic livestock is the 
initial step in a risk assessment. Direct and indirect impacts of potential harmful 
properties of transgenic livestock are being evaluated at three levels: (1) character- 


1 “Agricultural Research and Productivity: Questions and Answers,” USDA Economic Research 
Service, December 2005. http://www.ers.usda.gov/Briefing/AgResearch/Questions/ 
APRDQA6.HTM 
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ization of how the transgene, the transgene product, and the transgenic livestock 
behave in their immediate environment, that is, in their barn or pen, (2) determina- 
tion of possible impacts of large scale release of transgenic livestock, that is, if they 
were to be integrated into the larger population of food animal livestock, and (3) de- 
termination of the more complex environmental and safety consequences of their re- 
lease into the livestock population. This study will determine whether a mammary 
specific transgene, bovine a-lactalbumin (Ba-LA) is expressed in tissues other than 
the mammary gland and whether the transgene (Tg) itself, the transgenic RNA or 
the transgenic protein cross over into non-transgenic (C) animals under various 
physiological and physical conditions. 

Renewable Energy and Fuels 

In a time of volatile gasoline prices, USDA dollars have helped provide economic 
and policy analyses for specific renewable energy technologies and will estimate na- 
tional impacts of certain renewable energy policy alternatives. 

An April 2005 joint study of the U.S. Departments of Energy and Agriculture 
found that with continued advances in research there will be enough renewable bio- 
mass grown in the United States, to meet more than one-third of the current de- 
mand for transportation fuels in the nation, without diverting from food crop pro- 
duction. 2 With advances in plant and microbial research, land in every state in the 
nation could be used to grow plants that produce clean-burning cellulosic ethanol 
resulting in decreased dependence on foreign oil, reduction of the trade deficit, re- 
duced emissions of stored greenhouse gases, revitalized rural economies and 
strengthened national security. 

Plant and Animal Health and Well-Being 

Pennsylvania researchers are developing rapid diagnostic tests to curb avian in- 
fluenza, a disease that could cripple the state’s $700 million poultry industry. 

Entomologists and Nematologists developed a vaccine for the protection of cattle 
from the horn fly, a major insect pest in many parts of the world costing the North 
American cattle industry alone more than $1 billion annually. 

Iowa State University researchers studied fatty liver syndrome in dairy cattle. 
They found that daily injections of glucagon can be used to prevent and treat fatty 
liver in transition dairy cows. A patent has been issued for this technology. 

Waste Remediation 

Researchers in Florida have tested a common fern’s ability to soak up arsenic, a 
cancer-causing heavy metal, from contaminated soils. The market for plant-based 
remediation of wastes is estimated to be $370 million in 2005. 

With the support of Congress, increased funding for research will continue to 
boost the American agricultural enterprise and improve our economy by increasing 
food safety, boosting production, protecting the environment, finding new uses for 
renewable resources, and enhancing food itself so that food and agricultural systems 
contribute to a stronger and more healthful society. Research programs in nutrition 
and food science help to ensure high-quality, safe, and affordable food for con- 
sumers, and contribute to the success of a food and agricultural system that creates 
jobs and income in the United States. 

CoFARM appreciates the opportunity to provide written testimony and would be 
pleased to assist the Subcommittee as the Department of Agriculture bill is consid- 
ered throughout the appropriations process. 


Prepared Statement of the Colorado River Basin Salinity Control Forum 

The Congress concluded that the Colorado River Basin Salinity Control Program 
(Program) should be implemented in the most cost-effective way. Realizing that ag- 
ricultural on-farm strategies were some of the most cost-effective strategies, the 
Congress authorized a program for the United States Department of Agriculture 
(USDA) through amendment of the Colorado River Basin Salinity Control Act in 
1984. With the enactment of the Federal Agriculture Improvement and Reform Act 
of 1996 (FAIRA), the Congress directed that the Program should continue to be im- 
plemented as one of the components of the Environmental Quality Incentives Pro- 
gram (EQIP). Since the enactment of the Farm Security and Rural Investment Act 
(FSRIA) in 2002, there have been, for the first time in a number of years, opportuni- 
ties to adequately fund the Program within the EQIP. 


2 “Biomass as Feedstock for a Bioenergy and Bioproducts Industry: The Technical Feasibility 
of a Billion-Ton Annual Supply, April 2005” http://wwwl.eere.energy.gov/biomass/pdfs/ 
final billionton vision report2.pdf 
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The Program, as set forth in the Colorado River Basin Salinity Control Act, is to 
benefit Lower Basin water users hundreds of miles downstream from salt sources 
in the Upper Basin as the salinity of Colorado River water increases as the water 
flows downstream. There are very significant economic damages caused by high salt 
levels in this water source. Agriculturalists in the Upper Basin where the salt must 
be controlled, however, don’t first look to downstream water quality standards but 
look for local benefits. These local benefits are in the form of enhanced beneficial 
use and improved crop yields. They submit cost-effective proposals to the State Con- 
servationists in Utah, Wyoming and Colorado and offer to cost share in the acquisi- 
tion of new irrigation equipment. The Colorado River Basin Salinity Control Act 
provides that the seven Colorado River Basin States will also cost share with the 
Federal funds for this effort. This has brought together a remarkable partnership. 

After longstanding urgings from the States and directives from the Congress, the 
USDA has concluded that this program is different than small watershed enhance- 
ment efforts common to the EQIP. In this case, the watershed to be considered 
stretches more than 1,200 miles from the river’s headwater in the Rocky Mountains 
to the river’s terminus in the Gulf of California in Mexico and receives water from 
numerous tributaries. The USDA has determined that this effort should receive a 
special funding designation and has appointed a coordinator for this multi-state ef- 
fort. 

In recent fiscal years, the Natural Resources Conservation Service (NRCS) has di- 
rected that over $19 million be used for the Program. The Colorado River Basin Sa- 
linity Control Forum (Forum) appreciates the efforts of the NRCS leadership and 
the support of this subcommittee. The plan for water quality control of the Colorado 
River was prepared by the Forum, adopted by the States, and approved by the 
United States Environmental Protection Agency (EPA). The Colorado River Basin 
Salinity Control Advisory Council has taken the position that the funding for the 
salinity control program should not be below $20 million per year. Over the last 
three fiscal years, for the first time, funding almost reached the needed level. State 
and local cost-sharing is triggered by the Federal appropriation. In fiscal year 2007, 
it is anticipated that the States will cost share with about $8.3 million and local 
agriculture producers will add another $7.5 million. Hence, it is anticipated that in 
fiscal year 2007 the State and local contributions will be 45 percent of the total pro- 
gram cost. 

Over the past few years, the NRCS has designated that about 2.5 percent of the 
EQIP funds be allocated to the Colorado River salinity control program. The Forum 
believes this is the appropriate future level of funding as long as the total EQIP 
funding nationwide is around $1 billion. Funding above this level assists in offset- 
ting pre-fiscal year 2003 funding below this level. The Basin States have cost shar- 
ing dollars available to participate in funding on-farm salinity control efforts. The 
agricultural producers in the Upper Basin are waiting for their applications to be 
considered so that they might improve their irrigation equipment and also cost 
share in the Program. 

Overview 

The Program was authorized by the Congress in 1974. The Title I portion of the 
Colorado River Basin Salinity Control Act responded to commitments that the 
United States made, through a Minute of the International Boundary and Water 
Commission, to Mexico specific to the quality of water being delivered to Mexico 
below Imperial Dam. Title II of the Act established a program to respond to salinity 
control needs of Colorado River water users in the United States and to comply with 
the mandates of the then newly-enacted Clean Water Act. This testimony is in sup- 
port of funding for the Title II program. 

After a decade of investigative and implementation efforts, the Basin States con- 
cluded that the Salinity Control Act needed to be amended. The Congress agreed 
and revised the Act in 1984. That revision, while keeping the Department of the 
Interior as lead coordinator for Colorado River Basin salinity control efforts, also 
gave new salinity control responsibilities to the USDA. The Congress has charged 
the Administration with implementing the most cost-effective program practicable 
(measured in dollars per ton of salt controlled). It has been determined that the ag- 
ricultural efforts are some of the most cost-effective opportunities. 

Since Congressional mandates of three decades ago, much has been learned about 
the impact of salts in the Colorado River system. The Bureau of Reclamation (Rec- 
lamation) has conducted studies on the economic impact of these salts. Reclamation 
recognizes that the damages to United States’ water users alone are hundreds of 
millions of dollars per year. 

The Forum is composed of gubernatorial appointees from Arizona, California, Col- 
orado, Nevada, New Mexico, Utah and Wyoming. The Forum has become the seven- 
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state coordinating body for interfacing with Federal agencies and the Congress in 
support of the implementation of the Salinity Control Program. In close cooperation 
with the EPA and pursuant to requirements of the Clean Water Act, every 3 years 
the Forum prepares a formal report evaluating the salinity of the Colorado River, 
its anticipated future salinity, and the program elements necessary to keep the sa- 
linity concentrations (measured in Total Dissolved Solids — TDS) at or below the lev- 
els measured in the river system in 1972 at Imperial Dam, and below Parker and 
Hoover Dams. 

In setting water quality standards for the Colorado River system, the salinity con- 
centrations at these three locations in 1972 have been identified as the numeric cri- 
teria. The plan necessary for controlling salinity and reducing downstream damages 
has been captioned the “Plan of Implementation.” The 2005 Review of water quality 
standards includes an updated Plan of Implementation. In order to eliminate the 
shortfall in salinity control resulting from inadequate Federal funding for a number 
of years from the USDA, the Forum has determined that implementation of the Pro- 
gram needs to be accelerated. The level of appropriation requested in this testimony 
is in keeping with the agreed upon plan. If adequate funds are not appropriated, 
significant damages from the higher salt concentrations in the water will be more 
widespread in the United States and Mexico. 

Concentrations of salts in the river cause $330 million in quantified damages and 
significantly more in unquantified damages in the United States and result in poor- 
er quality water being delivered by the United States to Mexico. Damages occur 
from: 

— a reduction in the yield of salt sensitive crops and increased water use for leach- 
ing in the agricultural sector, 

— a reduction in the useful life of galvanized water pipe systems, water heaters, 
faucets, garbage disposals, clothes washers, and dishwashers, and increased use 
of bottled water and water softeners in the household sector, 

— an increase in the use of water for cooling, and the cost of water softening, and 
a decrease in equipment service life in the commercial sector, 

— an increase in the use of water and the cost of water treatment, and an increase 
in sewer fees in the industrial sector, 

— a decrease in the life of treatment facilities and pipelines in the utility sector, 
— difficulty in meeting wastewater discharge requirements to comply with Na- 
tional Pollutant Discharge Elimination System permit terms and conditions, 
and an increase in desalination and brine disposal costs due to accumulation 
of salts in groundwater basins, and 

— increased use of imported water for leaching and cost of desalination and brine 
disposal for recycled water. 

For every 30 mg/L increase in salinity concentrations, there is $75 million in addi- 
tional damages in the United States. The Forum, therefore, believes implementation 
of the USDA program needs to be funded at 2.5 percent of the total EQIP funding. 

Although the Program thus far has been able to implement salinity control meas- 
ures that comply with the approved plan, recent drought years have caused salinity 
levels to rise in the river. Predictions are that this will be the trend for the next 
several years. This places an added urgency for acceleration of the implementation 
of the Program. 

State Cost-Sharing and Technical Assistance 
The authorized cost sharing by the Basin States, as provided by FAIRA, was at 
first difficult to implement as attorneys for the USDA concluded that the Basin 
States were authorized to cost share in the effort, but the Congress had not given 
the USDA authority to receive the Basin States’ funds. After almost a year of ex- 
ploring every possible solution as to how the cost sharing was to occur, the States, 
in agreement with Reclamation, State officials in Utah, Colorado and Wyoming and 
with NRCS State Conservationists in Utah, Colorado and Wyoming, agreed upon a 
program parallel to the salinity control activities provided by the EQIP wherein the 
States’ cost sharing funds are being contributed and used. We are now several years 
into that program and, at this moment in time, this solution to how cost sharing 
can be implemented appears to be satisfactory. 

With respect to the Basin States’ cost sharing funds, the Basin States felt that 
it was most essential that a portion of the Program be associated with technical as- 
sistance and education activities in the field. Without this necessary support, there 
is no advanced planning, proposals are not well prepared, assertions in the pro- 
posals cannot be verified, implementation of contracts cannot be observed, and valu- 
able partnering and education efforts cannot occur. Recognizing these values, the 
“parallel” State cost sharing program expends 40 percent of the funds available on 
these needed support activities made possible by contracts with the NRCS. Initially, 
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it was acknowledged that the Federal portion of the Program funded through EQIP 
was starved with respect to needed technical assistance and education support. The 
Forum is encouraged with a recent Administration acknowledgment that technical 
assistance must be better funded. 


Prepared Statement of the Colorado River Board of California 

This testimony is in support of funding for the U.S. Department of Agriculture 
(USDA) with respect to its on-farm Colorado River Basin Salinity Control Program 
for fiscal year 2008. This program has been carried out through the Colorado River 
Basin Salinity Control Act (Public Law 93-320), since it was enacted by Congress 
in 1974. With the enactment of the Federal Agricultural Improvement and Reform 
Act (FAIRA) in 1996 (Public Law 104-127), specific funding for salinity control 
projects in the Colorado River Basin were eliminated from the federal budget and 
aggregated into the Department of Agriculture’s Environmental Quality Incentives 
Program (EQIP) as one of its program components. With that action, Congress con- 
cluded that the salinity control program could be more effectively implemented as 
one of the components of the EQIP. 

The Program, as set forth in the Act, benefits both the Upper Basin water users 
through more efficient water management and the Lower Basin water users, hun- 
dreds of miles downstream from salt sources in the Upper Basin, through reduced 
salinity concentration of Colorado River water. California’s Colorado River water 
users are presently suffering economic damages in the hundreds of million of dollars 
per year due to the River’s salinity. 

The Colorado River Board of California (Colorado River Board) is the state agency 
charged with protecting California’s interests and rights in the water and power re- 
sources of the Colorado River system. In this capacity, California along with the 
other six Colorado River Basin states through the Colorado River Basin Salinity 
Control Forum (Forum), the interstate organization responsible for coordinating the 
Basin States’ salinity control efforts, established numeric criteria in June 1975 for 
salinity concentrations in the River. These criteria were established to lessen the 
future damages in the Lower Basin states of Arizona, California, and Nevada, as 
well as assist the United States in delivering water of adequate quality to Mexico 
in accordance with Minute 242 of the International Boundary and Water Commis- 
sion. 

The goal of the Colorado River Basin Salinity Control Program is to offset the ef- 
fects of water resources development in the Colorado River Basin after 1972 as each 
state develops its Colorado River Compact apportionments. In close cooperation with 
the U.S. Environmental Protection Agency (EPA) and pursuant to requirements of 
the Clean Water Act (Public Law 92-500), every 3 years the Forum prepares a for- 
mal report analyzing the salinity of the Colorado River, anticipated future salinity, 
and the program elements necessary to keep the salinity concentrations (measured 
in Total Dissolved Solids — TDS) at or below the levels measured in the Colorado 
River system in 1972 at Imperial Dam, and below Parker and Hoover Dams. The 
latest report was prepared in 2005 titled: 2005 Review, Water Quality Standards 
for Salinity, Colorado River System (2005 Review). The plan necessary for control- 
ling salinity and reducing downstream damages has been captioned the “Plan of Im- 
plementation.” The 2005 Review includes an updated Plan of Implementation. 

Concentrations of salts in the River annually cause about $330 million in quan- 
tified damage in the United States (there are significant unquantified damages as 
well). For example, damages occur from: 

— A reduction in the yield of salt sensitive crops and increased water use for 
leaching in the agricultural sector; 

— A reduction in the useful life of galvanized water pipe systems, water heaters, 
faucets, garbage disposals, clothes washers, and dishwashers, and increased use 
of bottled water and water softeners in the household sector; 

— An increase in the use of water for cooling, and the cost of water softening, and 
a decrease in equipment service life in the commercial sector; 

— An increase in the use of water and the cost of water treatment, and an in- 
crease in sewer fees in the industrial sector; 

— A decrease in the life of treatment facilities and pipelines in the utility sector; 

— Difficulty in meeting wastewater discharge requirements to comply with Na- 
tional Pollutant Discharge Elimination System permit terms and conditions, 
and an increase in desalination and brine disposal costs due to accumulation 
of salts in groundwater basins, and fewer opportunities for recycling due to 
groundwater quality deterioration; and 
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— Increased use of imported water for leaching and the cost of desalination and 
brine disposal for recycled water. 

For every 30 milligram per liter increase in salinity concentrations, there are $75 
million in additional damages in the United States. Although the Program, thus far, 
has been able to implement salinity control measures that comply with the approved 
plan, recent drought years have caused salinity levels to rise in the River. Pre- 
dictions are that this will be the trend for the next several years. This places an 
added urgency for acceleration of the implementation of the Program. 

Enactment of the Farm Security and Rural Investment Act of 2002 provided an 
opportunity to adequately fund the Salinity Program within EQIP. The Colorado 
River Basin Salinity Control Advisory Council has taken the position that the USDA 
portion of the effort be funded at 2.5 percent of the EQIP funding but at least $20.0 
million annually. Over the past few years, the Natural Resources Conservation 
Service (NRCS) has designated 2.5 percent of EQIP funds be allocated to the Colo- 
rado River Salinity Control program. The Forum suggests that this is an appro- 
priate level of funding as long as it does not drop below $20.0 million. Funding 
above this level assists in offsetting pre-fiscal year 2003 funding below this level. 
The Colorado River Board supports the recommendation of the Forum and urges 
this Subcommittee to support funding for the Colorado River Basin Salinity Control 
Program for 2008 at this level. 

These Federal dollars will be augmented by the State cost sharing of 30 percent 
with an additional 25 percent provided by the agricultural producers with whom 
USDA contracts for implementation of salinity control measures. Over the past 
years, the Colorado River Basin Salinity Control program has proven to be a very 
cost effective approach to help mitigate the impacts of increased salinity in the Colo- 
rado River. Continued Federal funding of this important Basin-wide program is es- 
sential. 

In addition, the Colorado River Board recognizes that the federal government has 
made significant commitments to the Republic of Mexico and to the seven Colorado 
River Basin States with regard to the delivery of quality water to Mexico. In order 
for those commitments to continue to be honored, it is essential that in fiscal year 
2008, and in future fiscal years, that Congress continues to provide funds to USDA 
to allow it to provide needed technical support to agricultural producers for address- 
ing salinity control in the Basin. 

The Colorado River is, and will continue to be, a major and vital water resource 
to the 18 million residents of southern California as well as throughout the Colorado 
River Basin. As stated earlier, preservation and improvement of the Colorado River 
water quality through an effective salinity control program will avoid the additional 
economic damages to users of Colorado River water in California, Arizona, and Ne- 
vada. 


Prepared Statement of Florida State University 
Summary of Request 

Florida State University is requesting $4,500,000 from the U.S. Department of 
Agriculture; Cooperative State Research, Education and Extension Service/Research 
and Education Activities/Federal Admin. Account for the Risk Reduction for Agricul- 
tural Crops project for fiscal year 2008. 

Mr. Chairman, I would like to thank you and the Members of the Subcommittee 
for this opportunity to present testimony before this Committee. I would like to take 
a moment to briefly acquaint you with Florida State University. 

Located in Tallahassee, Florida’s capitol, FSU is a comprehensive Research I uni- 
versity with a rapidly growing research base. The University serves as a center for 
advanced graduate and professional studies, exemplary research, and top-quality 
undergraduate programs. Faculty members at FSU maintain a strong commitment 
to quality in teaching, to performance of research and creative activities, and have 
a strong commitment to public service. Among the current or former faculty are nu- 
merous recipients of national and international honors including Nobel laureates, 
Pulitzer Prize winners, and several members of the National Academy of Sciences. 
Our scientists and engineers do excellent research, have strong interdisciplinary in- 
terests, and often work closely with industrial partners in the commercialization of 
the results of their research. Florida State University had over $190 million this 
past year in research awards. 

Florida State University attracts students from every State in the nation and 
more than 100 foreign countries. The University is committed to high admission 
standards that ensure quality in its student body, which currently includes National 



754 


Merit and National Achievement Scholars, as well as students with superior cre- 
ative talent. 

At Florida State University, we are very proud of our successes as well as our 
emerging reputation as one of the Nation’s top public research universities. 

Mr. Chairman, let me summarize our primary interest today. The Southeast Cli- 
mate Consortium (SECC), which consists of Florida State University, the University 
of Florida, the University of Miami, the University of Georgia, Auburn University, 
and University of Alabama at Huntsville, has been at the forefront of research and 
extension for the applications of climate predictions to risk reduction for agriculture. 
With support from NOAA and USDA, the SECC has developed new methods to pre- 
dict the consequences of climate variability for agricultural crops, forests, and water 
resources in the southeast United States. In recent real-life tests, these methods 
have been applied to the problems that farmers raising specialty crops face arising 
from variable rainfall, temperature, and wild fires. 

In the SECC, Florida State University will provide the climate forecasts and risk 
reduction methodology. The University of Florida and University of Georgia will 
translate this climate information into risks associated environmental impacts on 
agriculture and, with Auburn University, will work with Extension Services to pro- 
vide information to the agricultural community. The University of Miami will pro- 
vide economic modeling of agricultural systems. Together UM, UF, and the Univer- 
sity of Alabama-Huntsville are developing new tools to help minimize climate risks 
to water quality and quantity, especially for agriculture. FSU, on behalf of the 
SECC, seeks $5.0 million in fiscal year 2008 for this activity. Utilization of these 
tools and their application to agricultural problems has the strong support of exten- 
sion managers. 

Mr. Chairman, FSU is seeking $4,500,000 in fiscal year 2008 to continue our im- 
portant work. The new tasks for fiscal year 2008 include the development flood fore- 
casting methods to help farmers and producers plan for reducing risks of economic 
losses and environmental damage; developing partnerships and methods for incor- 
porating climate forecasts and other climate information into agricultural and water 
policy decisions, and beginning development of a prototype decision support system 
for the application of climate forecasts to water resource management, especially for 
agricultural water use. We are also working with the committees on agriculture on 
the upcoming farm bill, seeking to secure authorization for this program. 

Mr. Chairman, we believe this research is vitally important to our country and 
would appreciate your support. 


Prepared Statement of Food & Water Watch 

My name is Wenonah Hauter. I am the Executive Director of Food & Water 
Watch, a non-profit consumer organization. We welcome this opportunity to present 
our views on the fiscal year 2008 Agriculture, Rural Development, Food and Drug 
Administration and Related Agencies Appropriations Bill. 

USDA — Food Safety and Inspection Service (FSIS) 

Risk-Based Inspection 

We have the following concerns about this proposal: 

We believe that the agency lacks the statutory authority to execute a risk-based 
inspection scheme, especially one that contemplates food processing plants receiving 
less than daily inspection. According to both the Federal Meat Inspection Act (21 
U.S.C. 603) and the Poultry Products Inspection Act (21 U.S.C. 455), the United 
States Department of Agriculture is required to provide continuous inspection in all 
establishments that produce meat and poultry products that enter the food supply. 

FSIS’ own glossary defines continuous inspection as: 

— USDA’s meat and poultry inspection system is often called “continuous” because 
no animal destined for human food may be slaughtered or dressed unless an 
inspector is present to examine it before slaughter (antemortem inspection), and 
its carcass and parts after slaughter (postmortem inspection). In processing 
plants, as opposed to slaughter plants, inspectors need not be present at all 
times, but they do visit at least once daily. Processing inspection is also consid- 
ered continuous. 1 

Under Secretary for Food Safety Richard Raymond has been quoted in the press 
advocating “virtual inspections,” whereby food establishments would merely trans- 
mit daily production records to FSIS inspectors either via facsimile or electronically 


1 See http://www.fsis.usda.gov/Help/glossary-C/index.asp. 
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without a physical inspection visit. 2 This is not what the meat and poultry inspec- 
tion statutes establish, and we believe that the agency is treading on dangerous 
legal ground as it proceeds with this proposal. 

Furthermore, we believe that this new system could spark legal challenges by food 
establishments that believe they are being singled out for more intense inspections. 
Without a statutory basis for instituting changes to the inspection process, the agen- 
cy might be hard-pressed to implement this new program in light of such legal chal- 
lenges. 

Risk-based inspection needs a reliable database upon which to make judgments 
about which meat and poultry plants meet or exceed performance standards. At the 
present time, there are problems with the data collected by FSIS. The USDA Office 
of Inspector General (OIG), in a November 2004 audit report, said the following 
about the agency’s Performance Based Inspection System (PBIS) database: 

Due to the lack of controls noted during our audit, FSIS cannot be assured that 
PBIS data is complete, accurate, and reliable. As a result, FSIS management may 
not have the information it needs to effectively manage its inspection activities. 
Without effective controls over data integrity, the PBIS system may be an unreliable 
repository that gives FSIS management a false sense that inspection activities are 
adequately carried out and sanitation of plant operations is accurately reported. 3 

In September 2006, the OIG released an audit of the agency’s Pathogen Reduction 
Enforcement Program (PREP). PREP is used to collect information from the FSIS 
salmonella testing program. The OIG found the following: 

— We found a significant number of establishments that were excluded from the 
Salmonella sampling database because of ineffective controls to identify eligible 
establishments and also because district office personnel did not fully under- 
stand the process for including the establishments in the database. At the dis- 
trict we visited, 28 percent of the establishments that should have been subject 
to Salmonella testing were excluded from the sampling database. This problem 
was particularly apparent at establishments inspected under Federal-State Co- 
operative Programs (Talmadge-Aiken establishments) in the one State we vis- 
ited. The State supervisors responsible for program oversight at these establish- 
ments were not provided with the eligibility reports that could have allowed 
them to identify establishments that needed to be included in the sampling 
database. 4 

The agency is also lacking one critical piece of information that we consider vital 
before it can move forward with any proposal to change its inspection system — attri- 
bution data that links specific foods under the agency’s jurisdiction to food borne 
illness outbreaks. Congress has repeatedly asked the agency about this issue, and 
the agency has repeatedly responded that it is working on it. 5 

We have long suspected that the real reason the agency is pressing to implement 
risk-based inspection is that it would serve to mask shortages in inspection staffing 
that has plagued the agency for years. We have heard of chronic shortages in the 
number of processing inspectors. For example, just last year, we heard of one in- 
spector in the Albany District of FSIS being assigned to 19 food plants that 
stretched from New York City to Connecticut; in the Philadelphia District, one in- 
spector was assigned 26 plants to cover. These sorts of assignments fly in the face 
of testimony provided by the agency during last year’s appropriations hearings in 
which it asserted that FSIS inspectors spend an average of 2 hours and 40 minutes 
per processing plant each day. 6 Just this week, Under Secretary Raymond testified 
before the House Agriculture Appropriations subcommittee that at least 250 estab- 
lishments have not been receiving daily — or even weekly — inspection for the last 30 
years. 

The Hazard Analysis Critical Control Points (HACCP) inspection system still has 
serious problems. The authority of inspectors to prevent adulterated products from 
entering the food supply has been severely hampered. Company HACCP plans do 
not require pre-approval from FSIS before they are implemented. Under HACCP, 
inspectors have been relegated to verifying whether company-written HACCP plans 
are being followed. Even when FSIS issues directives to companies to reassess their 
HACCP plans to take into account new food safety policies (e.g., the 2002 directive 


2 Morton, Joseph. “USDA Looks at ‘Virtual’ Inspections,” Omaha World Herald, October 23, 
2006. 

3 See http://www.usda.gov/oig/webdocs/24501-01-FM.pdf. 

4 See http://www.usda.gov/oig/webdocs/24601-07-CH.pdf, p. i. 

5 Hearings before the House Subcommittee on Agriculture, Rural Development, Food and 
Drug Administration, and Related Agencies Appropriations for fiscal year 2007, Food Safety and 
Inspection Service, Part 1, March 8, 2006, pp. 215-216. 

6 Ibid, p. 296. 
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requiring companies to deal with E. coli 0157:H7 as an adulterant likely to occur 
in beef processing), companies often take a long time to implement the new policy. 

In its fiscal year 2008 budget submission, the agency states that it would like to 
begin implementing risk-based inspection in slaughter facilities. We assume that its 
proposal means expansion of the HACCP-Based Inspection Models Project (HIMP) 
in poultry slaughter. HIMP still has fewer than two-dozen plants participating in 
the program. The Government Accountability Office issued the last comprehensive 
analysis of this project in December 2001 and pointed out a number of serious prob- 
lems. 7 Inspectors assigned to these plants report that they are not able to perform 
food safety functions because they are assigned to stationary positions on the 
slaughter lines (e.g., they are not able to look inside the cavity of poultry carcasses 
where there may be contamination). Furthermore, defects that are considered to be 
“other consumer protection,” such as blemishes, scabs, tumors, feathers, and 
bruises, and would not pass muster in poultry slaughter plants using conventional 
inspection techniques are being permitted to enter commerce under the HIMP sys- 
tem. In a recent national public opinion survey conducted for Food & Water Watch 
by Lake Research Partners, nearly two-thirds of American consumers favor having 
Federal government inspectors evaluate meat and poultry products for wholesome- 
ness as well as food safety issues. 8 We do not believe that they Agency is prepared 
to extend this inspection model to the entire poultry industry at this time. There 
should be a thorough examination of HIMP project before it is expanded. 

Because there has not been a full evaluation of HIMP recently, we filed a Free- 
dom of Information Act request on December 14, 2005 requesting certain documents 
so that we could conduct our own study. FSIS initially responded that they wanted 
us to pay more than $10,000 for the information. The agency has since relented on 
the fee, but we still have not received all of the information we requested. We be- 
lieve that Congress should request full disclosure of this information so that it can 
make an informed judgment on the agency’s readiness to expand this program. 

In January 2006, the USDA Inspector General released an audit report entitled, 
“Food Safety and Inspection Service Assessment of the Equivalence of the Canadian 
Inspection System” (Report No. 24601-05-Hy). The report indicates that Canada 
was continually exporting meat and poultry products to the United States that had 
been subject to less than daily inspection — in violation of U.S. standards. While 
those responsible for enforcing our equivalency agreements at FSIS recommended 
taking disciplinary action against Canada for their repeated violations, in 2004 the 
Secretary overruled them. We find this most troubling. FSIS has repeatedly testified 
before Congress that countries that wish to export tbeir meat and poultry products 
to the United States must maintain inspection standards that are identical to those 
for domestic producers. Yet, in this instance, USDA has chosen to look the other 
way. 

While Canada has agreed to institute daily inspection in those establishments 
that export to the United States, Canada is in the process of conducting a study 
to justify less-than-daily inspections for processed food exports to the United States 
that would serve as the basis for a request for an equivalency determination by 
FSIS. We believe that granting Canada equivalency for less-than-daily inspection 
would establish a dangerous precedent and mark a radical departure from current 
U.S. policy. 

We have also learned that Australia is in the process of considering a “trial” of 
its controversial Meat Safety Enhancement Program (MSEP) for a beef processor 
that would like to export its products to the United States. MSEP is a privatized 
inspection system for beef for which there is no comparable system here in the 
United States. MSEP trials were last conducted in 1999, but were stopped since the 
inspection system raised consumer concerns both here in the United States and in 
Europe. We can only surmise that someone at USDA has signaled to Australia that 
we would accept beef products produced under a privatized inspection system. 

We view both the Canadian pilot project and the Australian MSEP trial as vehi- 
cles by the current USDA policymakers to institute backdoor changes to our inspec- 
tion system through our international trading partners. Last year, Congress was 
compelled to warn USDA on changing the programs authorized under the 2002 
Farm Security and Rural Development Act through the Doha round of WTO nego- 
tiations. We suspect that USDA may be attempting to do the same with food safety 
policy. 

For all of these reasons, we do not believe that the Agency is prepared to make 
radical changes to the current inspection system, no matter what terms they use 
to describe it. The concept of “continuous” government inspection has been the core 


7 See http://www.gao.gov/new.items/d0259.pdf. 

8 See http://www.foodandwaterwatch.org/about/press/meat-inspection-poll. 
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of our meat inspection system for 100 years, and the Agency should not be per- 
mitted to abandon this principle. 

Expansion of processed poultry imports from the People’s Republic of China (PRC) 

In January 2007, we learned that FSIS was in the process of developing a pro- 
posed rule that would expand the import of processed poultry products from PRC 
to include poultry that was raised in the PRC. 

We have several concerns about any imports of poultry products from the PRC: 

— The April 24, 2006 regulation that permitted the import of poultry products 
from the PRC that were processed from slaughtered poultry of United States 
or Canadian origin was approved under suspicious circumstances and Congress 
should conduct an investigation into this matter. The fact that the Office of 
Management and Budget approved this regulation in record time — within 24 
hours of its receipt of the rule from USDA — and the day before the arrival of 
PRC President Hu Jintao in Washington on April 20, 2006 clearly indicated 
that its approval was orchestrated. 

— There is no track record to show that the April 24, 2006 regulation has been 
working. In a recent Global Agriculture Information Network (GAIN) report 
issued by USDA’s Foreign Agriculture Service, the PRP has complained that the 
rule has been a non-starter because it is economically burdensome. 9 We con- 
sider that to be a weak argument to justify the expansion of the current trade 
situation for several reasons. First, we have concerns about the sanitation prac- 
tices in the slaughter and processing facilities in the PRC. The audit reports 
filed by FSIS inspectors describe unsanitary conditions in some of the facilities 
in the PRC that might be eligible to export product to the United States. 10 Sec- 
ond, the PRC still has an avian flu problem. 11 Third, by USDA’s own admission, 
much of the smuggled poultry that is intercepted coming to the United States 
originates from the PRC. 12 Why should we reward illegal activity by expanding 
trade? 

USDA-Agricultural Marketing Service 

Large seafood companies and trade associations have complained about the costs 
of implementing country of origin labeling for fish, while fishermen, environmental 
and consumer groups contend that the costs of compliance are fair and worthwhile. 
AMS recognized that most fishermen already keep sufficient records to document 
country of origin and wild-caught versus farm-raised claims, making a $241 per 
year estimation “within reason.” 

All sellers, not only supermarkets, should be included in the program. Exempting 
processed seafood from the program does not accurately reflect the law, given that 
processed foods count for up to 50 percent of the finished product. The USDA should 
ensure that all seafood sold at all retailers is labeled with the proper country and 
means of origin. 

Food and Drug Administration 

We recommend increased funding for the Food and Drug Administration’s seafood 
inspection program. Eighty percent of the seafood consumed by Americans now 
originates in foreign countries, yet according to a January 30, 2004 Government Ac- 
countability Office report entitled “FDA’s Imported Seafood Safety Programs Shows 
Some Progress, but Further Improvements Are Needed,” only 1.2 percent of im- 
ported seafood shipments are tested at ports of entry. Recent import inspection data 
from the FDA indicates that inspection rates are woefully low to ensure that con- 
sumers are protected from unsafe drugs and chemicals used in fish farming in other 
countries, as well as decomposed and filthy seafood — the number one inspection vio- 
lation since 2003. We recommend that the FDA improve testing of seafood products, 
implement new regulatory programs, tighten its standards, provide incentives for 
producers to reduce drug and chemical use, and give consumers enough information 
to make informed decisions. 


Prepared Statement of Friends of Agricultural Research — Beltsville 

Mr. Chairman, and Members of the Subcommittee, thank you for this opportunity 
to present our statement regarding funding for the Department of Agriculture’s Ag- 


9 See http://www.fas.usda.gov/gainfiles/200703/146280447.pdf, p. 6. 

10 See http://www.fsis.usda.gov/OPPDE/FAR/China/China2005.pdf and http:// 
www.fsis.usda.gov/OPPDE/FAR/China/China2004.pdf 

11 See http://www.cidrap.umn.edu/cidrap/content/influenza/avianflu/news/feb2807avian.htinl 

12 See http://www.usda.gov and search for Release 0065.07. 
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ricultural Research Service (ARS), and especially for the Agency’s flagship research 
facility, the Henry A. Wallace Beltsville Agricultural Research Center (BARC), in 
Maryland. Our organization — Friends of Agricultural Research — Beltsville — pro- 
motes the Center’s current and long-term agricultural research, outreach, and edu- 
cational missions. 

Our testimony will emphasize two main themes: First, we begin by adding our 
strongest endorsement for high-value “new” research items proposed in the Presi- 
dent’s fiscal year 2008 budget. We provide additional support for each new research 
item in Part I. 

Second, we recommend and urge continuing full support for on-going research 
that the Congress has previously mandated to be carried out at BARC. Support for 
these items is essential to sustaining irreplaceable research momentum now and 
fundamental to the success of American agriculture in the future. We will elaborate 
on the basis for our recommendations in Part II. 

PART I. NEW RESEARCH ITEMS PROPOSED IN THE FISCAL YEAR 2008 BUDGET 

Obesity Prevention Research, $1,150,000. — Obesity is a growing health menace in 
the United States. Today, an estimated 64 percent of all Americans are overweight 
or obese. Obesity has been linked to heart disease, stroke and cancer, and thus to 
spiraling health problems and rapidly rising health care costs. These funds would 
provide critical support for BARC and its collaborators to pursue vital clinical and 
translational research on the efficacy of the Dietary Guidelines and to develop im- 
proved strategies for preventing unhealthy weight gain in the diverse American pop- 
ulation. We urge support for this research. 

Food Safety, $708,000. — Maintaining consumer confidence in the safety of the 
U.S. food supply is a primary goal for producers and marketing managers. Recent 
isolated food safety incidents highlight the need for research to identify points in 
the food chain where food can become contaminated by chemical residues, patho- 
genic bacteria or toxins that are capable of causing severe illness, even death in 
worst case situations. These funds provide the resources to examine production sys- 
tems and pre-harvest crop management practices thoroughly, especially for leafy 
vegetables and organic produce. We endorse full funding for this work. 

Research to Support the Animal and Plant Health Inspection Service, APHIS, Cit- 
rus Canker and Ralstonia, $850,000. — APHIS needs effective diagnostic tools to 
identify emerging citrus and tree fruits diseases, to confirm infections in epidemio- 
logical studies, and to carry out regulatory programs. This research also strengthens 
the National Citrus Pathogen Collection, which is essential for effective citrus dis- 
ease research. Some of this research may be directed to Ralstonia, a bacterial patho- 
gen not known to occur in the United States. Ralstonia causes wilt in potatoes, to- 
matoes, peppers, eggplant, and other crop plants. APHIS and ARS need to design 
survey protocols to detect and track plant disease agents and to identify crop patho- 
gen threats. Research on diseases of citrus, tree fruits, and other crops is extremely 
under funded. We strongly urge support for strengthening plant disease research 
and for supporting the action mission of the Animal and Plant Health Inspection 
Service. 

Emerging Diseases and Animal Health, $1,165,000. — Globalization of trade and 
the growing movement of people and goods around the world steadily raise the 
threat of disease outbreaks in the United States. Diseases such as avian influenza, 
bovine diarrhea, transmissible spongiform encephalopathies, and porcine reproduc- 
tive and respiratory disease are among many such disease threats. Effective control 
strategies require a more complete understanding of not only the basic biology of 
pathogens and their mode of transmission but also of the animal’s immune system 
for resisting infections. BARC has one of the country’s premiere groups of scientists 
engaged in livestock immunology research. This funding would strengthen their re- 
search effort to more fully unravel the complexity of the animal’s immune system 
and protect the health of U.S. livestock. This research is vital to advancing our un- 
derstanding of livestock immunology, and for protecting and improving animal 
health. We support full funding for these studies. 

Emerging Diseases of Livestock, $195,000. — This research is vital to further under- 
standing genetics and genomics methods to improve disease resistance in livestock. 
We recommend full funding. 

Emerging Diseases in Crops, $500,000. — We confirm and support the proposal to 
develop diagnostics for rapid, practical, and specific identification of pathogens. This 
is an under funded research area, and we recommend full support. 

Soybean and Wheat Stem Rust, $300,000. — This goal here is to identify and incor- 
porate diverse sources of genetic resistance into new grain and soybean varieties 
and germplasm. We fully support this research. 
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Plant Introduction Stations and the National Plant Germplasm System , 
$500,000. — These funds are necessary for making germplasm and associated infor- 
mation more readily available to research programs and user stakeholders. These 
funds are needed to support the activities of the Germplasm Resources Information 
Network, or GRIN, which provides germplasm information about plants, animals, 
microbes and invertebrates. We recommend full funding. 

Specialty Crops Genetic Resources, $250,000. — These funds will provide floral and 
nursery plant research to support the research mission of the U.S. National Arbo- 
retum. Full funding is recommended. 

Part II. Now we turn to the urgent need to continue support for specific research 
areas that the Congress has mandated at BARC in previous fiscal years. These 
mandates address research that has enormous national impact. We list them here 
with brief descriptions and our recommendations for continued funding. 

Dairy Genetics. — For over 75 years, the Animal Improvement Programs Labora- 
tory has created statistical genetic predictions to aid the dairy industry in identi- 
fying the best bulls for dairy breeding. Genetic improvement in dairy cattle has 
steadily increased milk yield per cow and feed efficiency (milk produced per pound 
of feed) over many years. The result is lower milk prices for consumers and less ani- 
mal waste to contaminate the environment because fewer cows are needed to 
produce the Nation’s milk supply. We confirm that this mission critical research 
should continue. 

Barley Health Food Genefits. Barley contains soluble fiber compounds, called 
beta-glucans, that are beneficial for health. Beta-glucans can lower cholesterol and 
improve control of insulin and blood sugar. These funds support human-volunteer 
studies designed to help us better understand how barley could be used in a health- 
ful diet to reduce the incidence of chronic disease. We recommend continued sup- 
port. 

Biomineral Soil Amendments for Control of Nematodes. — Plant nematodes are mi- 
croscopic worms that feed on the roots of plants. Nematodes can cause substantial 
losses in crop yields. This research focuses on using such industrial byproducts as 
environmentally benign soil additives for controlling nematodes. We recommend 
funding for these promising approaches. 

Foundry Sand Byproducts Utilization. — Waste sands from the metal-casting in- 
dustry currently are dumped in landfills. This project is working with industry on 
guidelines for beneficial uses of these sands. We recommend continuation. 

Poultry Disease (Avian Coccidiosis). — Coccidiosis, a parasitic poultry disease, costs 
the industry $2-3 billion per year. This research focuses on understanding the ge- 
netics of both the parasite and the host chicken to identify targets that will allow 
better disease control. We recommend this funding. 

Biomedical materials in plants: Plants can be used as factories to manufacture 
vaccines and other pharmaceuticals for both animals and humans. This research fo- 
cuses on development of tobacco as a crop with this beneficial use. This research 
should continue. 

National Germplasm Resources Program. — Sources of germplasm for all agricul- 
tural crops are maintained either as seed or live plant material at several locations 
across the country. Much of this germplasm is the result of plant exploration around 
the world. This group maintains the computer database that indexes all crop 
germplasm in our repositories with critical information as to where it was obtained, 
the specific scientific identification, and information on useful traits for plant breed- 
ing. We strongly support continued funding for this mission-critical program. 

Bovine Genetics. — This research focuses on bovine functional genomics, especially 
for dairy cattle. Scientists are identifying specific genes for quality traits such as 
easier calving, higher milk production, and resistance to mastitis. We recommend 
this funding. 

Minor-use Pesticides (IR-A). — “Minor-use” pesticides are those that are used on 
crops such as fruits and vegetables that are not one of the “big four” crops like corn, 
wheat, and soybeans, and cotton. Because markets are much smaller than for major 
crops, chemical manufacturers have little incentive to obtain all the safety data 
needed to obtain EPA registration for pesticides used on minor crops. Nevertheless, 
producers of minor crops find certain agrochemicals to be essential. This project pro- 
duces the data needed for EPA registration of minor-use pesticides. We recommend 
continued funding. 

National Nutrition Monitoring System. — Scientists at BARC have the unique re- 
sponsibility of carrying out the national surveys of food consumption by individuals. 
This is now done in collaboration with HHS’s health surveys. BARC scientists also 
maintain the National Nutrient Database, which includes information on 126 nutri- 
ents in thousands of foods. This work supports the school lunch program, WIC, Food 
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Stamps, senior nutrition programs, food labeling, dietetic practices, and even the 
EPA. We urge continuation of this funding. 

Coffee and Cocoa. — Producers of chocolate candy are the single largest users of 
fluid milk, sugar, peanuts, and almonds in the United States. U.S. specialty coffee 
shop chains also are one of the major markets for fluid milk. Events that limit the 
availability of cocoa or coffee can have significant impacts on major U.S. commodity 
markets. Candy producers need a stable supply of cocoa, but smallholders in devel- 
oping countries produce most cocoa. Several devastating diseases and insects threat- 
en cocoa. This research is aimed at developing environmentally friendly ways to con- 
trol pests and diseases. Some insects that threaten coffee are very similar to those 
that attack cacao, thus work on the two crops benefits from being together. We rec- 
ommend continuation of this funding. 

Johne’s Disease. — Johne’s disease is a contagious bacterial disease of the intes- 
tinal tract of ruminants. It occurs most often in dairy cattle, causing weight loss and 
diarrhea. Nearly one-fourth of dairy herds are infected. Producers lose $54 million 
annually from reduced milk production. The disease is spread in manure. This re- 
search focuses on disease control. We recommend continuation of this funding 

Food Safety — Listeria, E.Coli, and Salmonella. — Food-borne illness annually costs 
$3 billion in health-care costs, and annually costs the economy up to $40 billion in 
lost productivity. This research focuses on diagnostics for food-borne pathogens, and 
on ways to control pathogens in fruits and vegetables. We recommend continuation 
of this funding 

Weed Management Research. — All farmers must contend with weeds. For organic 
farmers, weeds are the single biggest challenge to crop production. This research, 
in collaboration with the Rodale Institute and Pennsylvania State University, fo- 
cuses on developing systems for controlling weeds in organic production systems. 
Organic crop production was valued at $400 million per year in the 2002 Census 
of Agriculture. These research funds will improve non-chemical weed control. 

Mr. Chairman, that concludes our statement. We again thank you for the oppor- 
tunity to present our testimony and for your generous support. 


Prepared Statement of the Hardwood Federation, National Association of 

State Departments of Agriculture, National Association of State For- 
esters, The Nature Conservancy, and Society of American Foresters 

Dear Mr. Chairman and Ranking Member, the Hardwood Federation, National 
Association of State Departments of Agriculture, National Association of State For- 
esters, The Nature Conservancy, and Society of American Foresters urge the Sub- 
committee on Agriculture, Rural Development, Food and Drug Administration, and 
Related Agencies to increase funding substantially for the USDA Animal and Plant 
Health Inspection Service (APHIS) Emerging Plant Pests program. A sharp increase 
in funding is necessary in order to ensure adequate funding for eradication and con- 
trol efforts targeting the emerald ash borer, Asian longhorned beetle, sudden oak 
death pathogen, and Sirex woodwasp. All four foreign and invasive species threaten 
trees in our forests and communities and related economic values worth hundreds 
of billions of dollars. 

This coalition represents a widely diverse group of stakeholders that are unified 
in support of the following program areas. This statement of common goals supple- 
ments individual letters to the Subcommittee submitted by several of these organi- 
zations. Some of these individual letters address additional issues. 

We seek an appropriation of $45 million for fiscal year 2008 to contain the emer- 
ald ash borer. The emerald ash borer threatens twelve species of ash across the con- 
tinent, especially in the upper Midwest and Southeast. At risk are the $25 billion 
ash timber industry in the Northeast, street trees across the Nation valued at $20 
to $60 billion, and myriad trees found in our neighborhoods and parks. The emerald 
ash borer outbreak is large, but the core of the infestation remains in the lower pe- 
ninsula of Michigan and neighboring portions of Indiana and Ohio. It is absolutely 
crucial that APHIS and its partners carry forward detection surveys and regulatory 
and educational programs aimed at preventing movement of infested firewood, nurs- 
ery stock, and other materials that spread the insect. APHIS and its State partners 
need additional funding in fiscal year 2008 to enable affected States to eradicate 
limited and isolated outbreaks found in Illinois, Maryland, Ohio, Indiana, and 
Michigan’s Upper Peninsula. Education, effective quarantine, and elimination of iso- 
lated infestations are necessary to create the potential to contain the core outbreak 
in and around Michigan. 

We seek an appropriation of $30 million for fiscal year 2008 to carry forward 
eradication of the few remaining populations of the Asian longhorned beetle. The 
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Asian longhorned beetle poses an alarming threat to hardwood forests reaching from 
New England into Minnesota and in the West, and to the hardwood timber, maple 
syrup, and autumn foliage tourism industries dependent on these forests. Also at 
risk are street trees across the Nation valued at more than $600 billion. Eradication 
has been successful in Chicago, proving the efficacy of this approach. Beetle popu- 
lations in New Jersey are well on track for eradication. Only the populations in New 
York persist — and that is because funding for the New York effort has been reduced 
in past years to focus the inadequate overall resources on Illinois and New Jersey. 
It is essential to provide sufficient funding now and in coming years to complete 
eradication in New Jersey and New York. The identification of another population 
on an island near Staten Island just this past week is an indication of the risk 
placed on the environment due to chronic under-funding of these programs. 

We support a request for $10 million in appropriations for fiscal year 2008 to con- 
tain a third damaging forest pest, the sudden oak death pathogen (also called the 
phytophthora leaf and stem blight pathogen). This disease is a major threat to the 
nation’s nursery industry as it readily attacks species such as rhododendron, camel- 
lias and a long list of other common ornamentals. In addition, if sudden oak death 
does escape confinement, it threatens oaks in forests in Oregon and Washington as 
well as throughout the Appalachians, Ozarks, and even into southern New England. 
Many wildlife species are dependent upon oaks for forage — the potential for dev- 
astating impacts on forests and wildlife is very real. 

The Sirex woodwasp is now found across much of New York State and two coun- 
ties in Pennsylvania, as well as in Ontario, Canada. The woodwasp threatens valu- 
able pine timber resources, especially those of the Southeast. It is essential that 
APHIS receive $3.6 million in fiscal year 2008 to implement a program including 
regulatory and educational programs aimed at preventing movement of infested 
wood, nursery stock, and other materials that spread the insect. 

In addition to the appropriations needed to support these line items in APHIS’s 
Emerging Plant Pest program, the Hardwood Federation, National Association of 
State Departments of Agriculture, National Association of State Foresters, The Na- 
ture Conservancy, and Society of American Foresters also strongly support the Con- 
gress’ numerous statements urging the Administration to release emergency funds 
from the Commodity Credit Corporation (CCC) sufficient to enable full implementa- 
tion of these management plans. The combination of the appropriations and the re- 
lease of CCC funds is necessary to accomplish the needed tasks. 

Action now at the funding level requested would help ensure that these forest 
pests do not reach populations so large as to threaten trees in our forests and com- 
munities, garden nursery stock, and related economic activities worth hundreds of 
billions of dollars. 


Prepared Statement of the Heart Rhythm Society 

Dear Mr. Chairman, The Heart Rhythm Society (HRS) thanks the Subcommittee 
for considering our comments regarding the need for increased funding of the Food 
and Drug Administration (FDA), in particular the Center for Devices and Radio- 
logical Health (CDRH). The Heart Rhythm Society recommends that the FDA re- 
ceive an additional $20 million in appropriations for medical device oversight, as 
recommend by the Coalition for a Stronger FDA. These dollars would in part go to 
reform and update the current post-market surveillance system, which is currently 
ill-equipped to handle the complex challenges of responding to product safety issues 
and providing timely information to physicians, patients and the public. 

The Heart Rhythm Society, founded in 1979, is the international leader in science, 
education and advocacy for cardiac arrhythmia professionals and patients, and the 
primary information resource on heart rhythm disorders. Our mission is to improve 
the care of patients by promoting research, education and optimal health care poli- 
cies and standards. We are the preeminent professional group, representing more 
than 4,400 specialists in cardiac pacing and electrophysiology. The Heart Rhythm 
Society serves as an advocate for millions of American citizens from all 50 States, 
since arrhythmias are the leading cause of heart-disease related deaths, with Sud- 
den Cardiac Arrest (SCA) taking 325,000 lives annually. Other, less lethal forms of 
arrhythmias are even more prevalent and account for 14 percent of all hospitaliza- 
tions of Medicare beneficiaries. 

Background 

Implantable Cardioverter Defibrillators (ICD’s) are 99 percent effective in stop- 
ping life-threatening arrhythmias and are the most successful therapy to treat ven- 
tricular fibrillation, the major cause of Sudden Cardiac Arrest (SCA). However, less 
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than 2 years ago, there was a crisis in the patient and physician community regard- 
ing the ability of the current post-market surveillance system to react to information 
on implanted cardiac devices and to communicate the essential data to physicians 
and patients in a timely manner. In 2005, recalls and advisories issued by the three 
largest pacemaker defibrillator manufacturers and the untimely death of a patient 
with a device malfunction, led the Heart Rhythm Society to focus attention on the 
post-market system and the critical need for reform. It quickly became apparent to 
the Heart Rhythm Society, that leadership was necessary to convene members of 
our community, industry and patients to discuss the inherent issues with the cur- 
rent post-market surveillance system and work together to make recommendations 
for improvement. In September 2005, HRS convened a policy conference, co-spon- 
sored with the FDA, of 300 experts in industry, the law, FDA, physician community, 
risk communication and patients to explore improvements for post market surveil- 
lance of pacemakers and ICDs. As a result of that meeting, the Society assembled 
a 15-member task force of leading cardiac care providers and experts charged with 
the development of recommendations to address concerns raised at the conference. 
In September, 2006, the Heart Rhythm Society published the Device Performance 
Recommendations to improve the post-market surveillance system for implanted de- 
vices. The guidelines have been officially endorsed by the American College of Cardi- 
ology Foundation, American Heart Association and the International Coalition of 
Pacing and Electrophysiology Organizations (COPE). 

Current Limitations of Post Market Surveillance for Implanted Devices 

As described in the Recommendations, changes to the current post-market surveil- 
lance system are required to improve the timely identification of cardiac rhythm 
management devices that do not perform according to design and that may pose a 
danger to patients. The current Manufacturer and User Device Experience 
(MAUDE) system assists with adverse event reporting and information dissemina- 
tion for medical devices of all types. It contains hundreds of thousands of adverse 
event reports. Selected information is publicly searchable via the internet. However, 
because submitted adverse event reports are often cryptic or incomplete, it is often 
difficult to determine if a true device malfunction or patient injury has occurred. 
Poor organization and retrieval tools within MAUDE frustrate the users’ ability to 
retrieve useful information. It is particularly difficult to distinguish multiple reports 
about the same adverse event from several sources (from the manufacturer, physi- 
cian and patient) and recognize updated information. It has been noted by many 
that MAUDE has other inherent problems including the issue of under reporting, 
out of date information, and having inadequate resources to meet the current needs 
for medical device surveillance. Registries have been created by physician groups to 
begin to meet gaps in FDA efforts in medical device surveillance. The current 
MAUDE system also utilizes a one-size-fits-all form for all medical devices, making 
it difficult to collect meaningful information. 

Needed Changes 

The Heart Rhythm Society recommends that the FDA design and implement a 
more robust reporting system for observed device malfunctions that could overcome 
many of the MAUDE shortcomings and strengthen the voluntary reporting system 
by: 

— Utilizing a specialized form for cardiac rhythm management devices to permit 
better and more precise reporting of adverse events. 

— Facilitating the reporting of all unexpected device malfunctions through the 
adoption of remote monitoring technologies. 

— Tracking devices that are returned to manufacturers for analysis and updating 
publicly available adverse event reports with root cause analyses. The system 
should allow individuals to track devices through the manufacturers’ analysis 
online, analogous to tracking an overnight package. 

— Including in the database the adjudication of root cause analysis once that has 
been determined. 

— Facilitating links to data from international sources which may permit earlier 
detection of device malfunction. 

— Employing an internet based reporting system with a user friendly format to 
encourage submission of reports By health care providers. 

— Including standardized data elements and definitions for each device malfunc- 
tion such as manufacturer model and serial numbers, dates of implant and fail- 
ure, signs of failure and clinical consequences. 

— Including a search engine available for public use. 

Additionally, the FDA should establish standing post-market advisory committees 
that meet on a regular basis to analyze data regarding cardiac rhythm management 
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device performance and to advise when and what action should be taken to address 
device malfunctions that are identified. The Heart Rhythm Society supports a cen- 
tralized, rather than the current regional, system for communication of device advi- 
sory notifications to promote a broader and more inclusive interpretation of the ad- 
visory issues. In addition, the unique and specialized nature of cardiac rhythm man- 
agement device advisories requires a centralized, rather than regional, intake mech- 
anism to enable accurate interpretation of data on an ongoing basis by key knowl- 
edgeable FDA staff and by the other parties such as a post-market physician advi- 
sory panel. The Heart Rhythm Society believes that a centralized system will facili- 
tate timely FDA classifications and urges the FDA to classify all advisory notifica- 
tions and include these data on the Physician Device Advisory Notification form 
within 30 days. 

Budget Justification 

To implement the above suggested changes, the FDA will need additional re- 
sources. The FDA’s resources in recent years have diminished while Congress has 
mandated increases in FDA’s oversight responsibilities. The number of regulated 
products, imports and adverse event reports has grown rapidly in the past 6 years 
and FDA is asked do more with less. Furthermore, public confidence in the agency’s 
effectiveness has taken an unfortunate hit. We urge Congress to recognize that post- 
market surveillance, analysis, and reporting of ICD and pacemaker performance is 
a high priority for ensuring patient safety. Additionally, we urge you to recognize 
and address the issue that the FDA does not currently have adequate resources to 
perform this function. The enhancements to the surveillance system that HRS rec- 
ommends, particularly those to the Manufacturer and User Facility Device Experi- 
ence (MAUDE) database, will require additional resources. By providing such re- 
sources, Congress will enable the FDA to achieve its mission, enhance the lives of 
the rapidly growing number of Americans with these devices and their families, and 
may decrease costs associated with delayed identification of device malfunction. 

It is for this reason that we are asking for your support to increase the FDA’s 
medical device budget by $20 million for fiscal year 2008 budget. We believe that 
these additional funds will assist the FDA in addressing concerns that have been 
raised about the safety and effectiveness of pacemakers and ICDs and the post-mar- 
ket surveillance of these life saving devices. We believe patient and physician 
knowledge, confidence and trust can be enhanced and strengthened through greater 
transparency in post-market surveillance, analysis, reporting and communication of 
this information. Thank you very much for your consideration of our request. 

If you have any questions or need additional information, please contact Nevena 
Minor, Coordinator, Health Policy at the Heart Rhythm Society 
(nminor@hrsonline.org or 202—464-3431) or Amy Melnick, Vice President, Health 
Policy (amelnick@hrsonline.org or 202-464-3434). 


Prepared Statement of the Imperial Valley Conservation Research Center 

Committee 

My name is John R. Kershaw, President of the Imperial Valley Conservation Re- 
search Center Committee (IVCRCC). This is a group of Imperial Valley agricultural 
producers who volunteer to provide support to the ARS Brawley Research Station 
in Imperial County, California. These farmers provide financial assistance and pro- 
vide necessary equipment to augment the station’s annual operating budget. We are 
a 501(c)(5) nonprofit organization. This is a unique industry-government partner- 
ship that has been successfully operating since 1951 when the station was founded. 

The many achievements of this research facility rank it with the more successful 
ARS/USDA stations in the United States. For example, it is one of the lowest-cost 
field stations in the entire USDA network of agriculture research sites. This is true 
even though it is situated in one of the most challenging areas for farming and 
ranching due to the intense heat and dry conditions. Producers in our area farm 
land high in salinity content that is irrigated by water containing large amounts of 
salt. 

The region where the Brawley station is situated has an incredible variety of vec- 
tors for insect and crop disease pests. The agriculture industry could not exist with- 
out strategic research programs dealing with soil, water, pest and disease problems 
that habitually confront producers. These programs, which are and have been ad- 
dressed in Brawley, range from salt tolerance studies on food crops to new crop 
management studies using high salinity water, whitefly pest densities, virus trans- 
mission and ecological genetics of pest populations, biological control programs and 
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IPM programs using parasites and predators in conjunction with microbial pes- 
ticides. 

With the help of crucial federal funding, the Brawley station is pioneering projects 
beneficial not only to agriculture, but, perhaps more importantly, to urban interests 
as well. It is participating with the New River Congressional Task Force addressing 
the quality of the New and Alamo Rivers. The focus of the this study is to dem- 
onstrate the effectiveness of using constructed wetlands to improve water quality in 
the Imperial Valley and inflows to the Salton Sea, whose water elevation is main- 
tained by agricultural drainage from the tributaries of the Alamo River, New River 
and Whitewater Rivers. 

Expanding its traditional research in order to assist USDA in its desire to estab- 
lish greater focus on forage research in the West, the Brawley Research Station has 
been conducting tests on a low-cost, high yield forage plant with multiple potential 
uses, including phytoremediation. This forage plant’s characteristics allow it to be 
used to improve agricultural runoff and tailwater. The plant is called Elephant 
Grass, also known as Napier Grass (Pennisetum Sp) and has a trademark name of 
Promor A. It was discovered in Brazil and brought to the United States through the 
USDA Beltsville Quarantine Station in 1991. Experimental investigations in the 
San Joaquin Valley indicated that the plant, when irrigated exclusively with dairy 
lagoon water, exhibited significant phytoremediation with respect to high absorption 
of nitrates and phosphates. This unique variety is also regarded as a real candidate 
for biomass, including a specific capability for ethanol production. 

A large group of pregnant beef cattle cows and their calves grazed the leaves of 
the grass to the ground in an experiment demonstrating its palatability and lack 
of toxicity. An additional large-field phytoremediation trial for irrigation was con- 
ducted at a raisin packing facility using processed wash water with significant ni- 
trate levels. The grass used in this experiment was harvested after 60 days. Forage 
samples and weight measurements indicated a nitrate uptake of almost 55 pounds 
per acre per day. The harvested green chop forage was fed to dairy calves with no 
ill effects. 

Additional research at the Brawley station, including a cooperative project with 
the University of California at Meloland, show the palatability and acceptability of 
this grass as use in finishing diets for feedlot cattle. Further research being con- 
ducted at the Brawley station utilizing elephant grass fed to lactating cows under 
the direction of the University of California were also very positive. 

These experiments utilizing Pennisetum SP elephant grass have drawn the inter- 
est and financial support of the California State Quality Control Board. This Board 
regards the grass as a serious candidate for a barrier crop designation to improve 
water quality. Ongoing research with the City of Fresno on its waste water support 
the finding that this grass may have major benefits for city water supplies. Urban 
use of the grass may result as additional cities work to clean up their water. 

All of the above projects fall directly under the mandate for research designated 
by the National Program 201 Water Quality administered by ARS. This research 
is part of ARS current policy and future focus. To terminate the project prematurely 
due to lack of funding would severely limit the conclusions and potential benefits. 

This research facility is continuing the ongoing research on its popular 
Rhyzomania resistant sugar beet seeds. This research is conducted under the super- 
vision and direction of ARS scientist Dr. Llewellen from Salinas. The resultant 
sugar beet seed has doubled sugar beet production yields. This research is bene- 
fiting sugar beet producers nationwide. 

The research station additionally serves as a work site and regional office for 
APHIS/USDA and the California Department of Food & Agriculture. 

The research facilities are also utilized by several local agricultural entities in- 
cluding cotton committees and the California Farm Bureau. We continue as a sup- 
port laboratory for the unique Salinity Assessment Vehicle and also serve as a 
weather station reporting location. 

In addition to the station’s diversified agricultural research agenda, it is strategi- 
cally located to provide quick response support to biosecurity and agroterrism detec- 
tion work. It is situated less than 90 miles from six Mexican border crossings; one 
of which is only 16 miles from Brawley, and is the busiest crossing anywhere. The 
constant supply of international traffic puts Imperial Valley on the front line of pro- 
tection of the American food supply from the introduction of disease, insects and 
many invasive species. The station currently headquarters research facilities and 
personnel from USDA and the California Department of Food & Agriculture which 
can quickly implement control and eradication programs in coordination with local 
authorities, thereby making use of the best capabilities of local, State and Federal 
agencies. 
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As for its research agenda, the station performs many trials associated with the 
arid saline conditions of the region. Specific experiments may be conducted on, but 
not limited to, water management, irrigation techniques, soil salinity, crop produc- 
tion, plant breeding, agricultural systems, control of aquatic weeds and integrated 
pest management. 

Our salinity trials are conducted in conjunction with the U.S. Salinity Lab based 
in Riverside, California. The salinity work done at the Brawley station could not ef- 
fectively be performed at Riverside because smog there negates scientific validity of 
the findings. The Brawley Research Station is geared to be a contributor, if asked, 
to the National Salt Cedar Demonstration Project. The station has been monitoring 
native species that could be used in the revegetation of Salt Cedar that will be re- 
moved or mitigated. 

There is a date palm repository at the Imperial Valley Research Center. This is 
the largest repository of date palms in the world. It contains every known variety 
of date palm. This repository is used for research. Additionally, this repository is 
used to provide varieties of date palms to various countries where the United States 
is encouraging farmers to grow dates. 

The Imperial Valley Conservation Research Center Committee specifically re- 
quests that $334,514 be appropriated to fund the Water Management Research Lab- 
oratory in Brawley, CA. 

The funds for this ARS/USDA research facility were deleted from the President’s 
proposed budget. As you know, the President’s budget deleted over $200 million for 
ARS research facilities nationwide. Loss of these research facilities would be a blow 
to U.S. agriculture nationwide. Specifically it would be a blow to California agri- 
culture and especially to agriculture in the Imperial Valley. 

The ARS research station in Brawley is in very good condition and has been well 
managed. The research provided by this facility far exceeds the value of the funds 
requested. The farmers in the Imperial Valley continue to support this facility with 
matching funds amounting to approximately $100,000. 

We urge you, Mr. Chairman, to support the continued funding for this important 
ARS research station in the fiscal year 2008 agricultural appropriations bill. 


Prepared Statement of the Multi-Crop Aflatoxin Working Group 

As members of the Multi-Crop Aflatoxin Working Group, the undersigned associa- 
tions appreciate the opportunity to share with you our agricultural research prior- 
ities for fiscal year 2008. 

As you know, corn, cotton, peanuts and tree nuts are all affected by aflatoxin, a 
toxin caused by the Aspergillus flavus fungus. Aflatoxin is the costliest, most press- 
ing mycotoxin problem affecting each of these crops. Widespread drought conditions 
in 2005 resulted in aflatoxin contamination levels in excess of earlier levels, and 
more troubling in areas of the country that are not usually prone to the problem. 

Aflatoxin also dramatically decreases U.S. global competitiveness and farm in- 
come. Most of our export customers have more stringent aflatoxin tolerances than 
the U.S., resulting in closed markets. Likewise, an aflatoxin level in excess of FDA 
guidelines significantly limits the marketability of the product. 

Despite the dire consequences aflatoxin has on agricultural marketing and human 
safety, Federal research budgets in this area have been declining for the past dec- 
ade. Given recent events and the spread of the disease, the Multi-Crop Aflatoxin 
Working Group recommends $1.25 million for aflatoxin research through the Pre- 
Harvest Control of Aflatoxin research program. Specifically, this is an increase of 
$500,000 over fiscal year 2007 funding levels. These funds will be administered by 
the Agricultural Research Service (ARS) and dispersed on a competitive basis for 
aflatoxin research. These grants are awarded on both crop specific and aflatoxin- 
wide research. Some examples of current research are conventional crop breeding, 
use of atoxigenic strains, host and fungal genomics, genetic blocks of toxin produc- 
tion and transgenic resistances. Although each of these projects have different ap- 
proaches, they all share one common goal, the elimination of aflatoxin from the 
worlds food supply. Following this statement, we have provided the Committee with 
an example of previous work funded by ARS. 

Thank you for the support and assistance you have provided to agricultural re- 
search over the years. Please contact Lisa Kelley with the National Corn Growers 
Association at 202-628-7001 or Howard Valentine with the Peanut Foundation at 
706-579-1755 if you need any additional information. 


Previous Work Funded By ARS: 


APPENDIX 
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In Dr. Felicia Wu’s previous work funded by ARS, “Total Economic Impact of 
Aflatoxin: Models of Economic Loss and Industry Learning,” she developed the con- 
ceptual basis for the aflatoxin economic model shown in Figure 1 of the Research 
Approach. She implemented the following equations under “Noncompliance Adjust- 
ment Costs” and “Livestock Health Effects” for corn, by considering two classes of 
impact: market losses and animal health losses. 

High quality com can be sold as human-food-grade corn at the highest market 
price. Com contaminated with aflatoxin levels between the highest-permitted levels 
of food and feed can be sold for animal feed at a lower price, and corn with high 
levels of aflatoxin is either sold for non-food-non-feed uses at an even lower price 
or rejected outright. The proportions of the total crop that are rejected at each of 
these levels depend on the national or international standards for mycotoxins in 
food and feed. Thus: 

LOSS Market — M crop*[dPfoodQfoodRfood~^ dPfeedQfeedRfeed] ', 

where 

M crop = proportion of total corn production sold 
dPfood = price difference between food-grade and feed-grade corn 
dP feed = price difference between feed grade and lowest-grade com 
Qfood, Q feed, = quantities intended for food and feed, respectively 
Rfa„d, R feed = proportions of com found to be above aflatoxin guidelines for feed 
and feed 

Animal health as a function of aflatoxin contamination is dependent on three fac- 
tors: the number of animals experiencing mortality or morbidity as a result of 
aflatoxin consumption, the cost of treatment for sick animals, and the market value 
of each animaL 

Lossa„,w =^„ [(A tmimaia + Treata ] + A morb,a Treat J, 
where 

A mor i, = number of animals experiencing mortality or morbidity 
y animal = market value per animal 
Treata = medical treatment cost per animal 

The subscript a indicates the affected species of animals a = Icattle, swine, poul- 
try) 

Data for each of these parameters were gathered from the USDA National Agri- 
cultural Statistical Service (NASS) and elevant literature on aflatoxin’s animal ef- 
fects (Lubulwa and Davis 1994, Keyl 1978, Wyatt 1991). Annual aflatoxin-related 
market losses in U.S. com were estimated to be $163 million ($73-332 million; 95 
percent Cl): $31 million in food-grade rejections and $132 million in feed-grade re- 
jections. Annual livestock losses were estimated at $4 million ($1-9 million). Sam- 
pling and testing costs vary by year, with an average $25 million cost annually to 
growers ($10-250 million; the large confidence interval reflects the high variability 
in this area). In addition, the following currently “intangible” costs were considered: 
losses related to ethanol production (and the resulting concentration of aflatoxin in 
the distillation byproducts), grower disposal of highly contaminated corn, sampling 
errors, and losses on a geographical basis. The total annual loss to U.S. com of 
measurable aflatoxin-related losses was roughly $200 million ($192 million, with un- 
certainty bounds); however, the intangible costs could increase this loss signifi- 
cantly. 

Dr. Wu’s first year of work with ARS provided her an excellent opportunity to 
meet key representatives from the major commodities that are affected by aflatoxin 
contamination. She is grateful to the following commodity experts, who, among oth- 
ers, provided her with useful information regarding aflatoxin’s specific impacts on 
each commodity: Larry Antilla, Scott Averhoff, Peter Cotty, David Gibson, Mike 
Hurley, Merle Jacobs, Dave Kendra, Bob Klein, Marshall Lamb, Dewey Lee, How- 
ard Valentine, and Phillip Wakelyn. The insights and data she has gained through 
these collaborations will provide a basis for her economic research in this proposal. 


Prepared Statement of the National Coalition for Food and Agricultural 

Research 

Dear Mr. Chairman, Ranking Member Bennett and Members of the Sub- 
committee: On behalf of the National Coalition for Food and Agricultural Research 1 


1 As part of its mission, National C— FAR seeks to increase awareness about the value of food 
and agricultural research, extension and education. For example, National C— FAR is hosting an 
educational series of “Lunch-N-Learn” seminars on the hill, featuring leading-edge researchers 
on timely topics to help demonstrate the value of public investment in food and agricultural re- 
search, extension and education. More information about National C— FAR and its programs is 
available at http://www.ncfar.org. 
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(National C-FAR), we are pleased to submit comments in strong support of en- 
hanced public investment in food and agricultural research, extension and education 
as a critical component of Federal appropriations for fiscal year 2008 and beyond. 
National C-FAR serves as a forum and a unified voice in support of sustaining and 
increasing public investment at the national level in food and agricultural research, 
extension and education. National C-FAR is a nonprofit, nonpartisan, consensus- 
based and customer-led coalition established in 2001 that brings food, agriculture, 
nutrition, conservation and natural resource organizations together with the food 
and agriculture research and extension community. 

SUPPORT FOR FISCAL YEAR 2008 FUNDING FOR FOOD & AGRICULTURAL RESEARCH, 
EXTENSION & EDUCATION 

CSREES . — National C-FAR urges the Subcommittee and Committee to support 
the Administration’s fiscal year 2008 request for USDA’s Cooperative State Re- 
search, Education, and Extension Service (CSREES) of $1,036 billion, augmented at 
a minimum by restoring the funding equivalent of “earmark” funding incorporated 
into the fiscal year 2007 CR — and other increases to the extent practicable. The Ad- 
ministration’s proposal represents a 10 percent decrease as compared with fiscal 
year 2007 funding levels, and National C-FAR believes a significant increase is fully 
warranted. 

The Administration’s fiscal year 2008 request does not include about $190 million 
in funding that Congress in the past has invested in so-called “earmarks” in the 
CSREES account. In the fiscal year 2007 CR Congress opted to eliminate the ear- 
marks but included the funding equivalent in the CSREES account. National C— 
FAR strongly urges the Subcommittee and Committee to restore this funding to the 
fiscal year 2008 budget for CSREES, whether designated for specific projects or for 
distribution by CSREES. 

National C-FAR supports funding the National Research Initiative (NRI) at the 
authorized level of $500 million. The Administration’s $256.5 million fiscal year 
2008 request represents a significant increase over the fiscal year 2007 Congres- 
sional funding level of $190 million. However, a portion of the proposed increase 
($42 million) results from a shift of CSREES Integrated Activities, such as food safe- 
ty, pest management, and water quality, providing a net increase of $25 million for 
NRI. 

The NRI supports research on key problems of national and regional importance 
in biological, environmental, physical, and social sciences relevant to agriculture, 
food, and the environment on a peer-reviewed, competitive basis. Additionally, the 
NRI enables USDA to leverage a portion of its funds for food and agricultural re- 
search, extension and education by fostering the development of new partnerships 
with other federal agencies that advance agricultural science. Examples of success- 
ful collaborations include USDA’s involvement in the Microbial Genome Sequencing 
Program, the Maize Genome Program, the Microbial Observatories program, the 
Plant Feedstock Genomics for Bioenergy program, the Metabolic Engineering pro- 
gram, and the Climate Change Science Plan. 

ARS . — National C-FAR urges the Subcommittee and Committee to support the 
Administration’s fiscal year 2008 request for USDA’s Agricultural Research Service 
(ARS) of $1,056 billion, augmented at a minimum by restoring the funding equiva- 
lent of “earmark” funding incorporated into the fiscal year 2007 CR — and other in- 
creases to the extent practicable. National C-FAR is concerned that ARS funding 
has been cut each of the past several years and urges the Subcommittee and Com- 
mittee to sustain and enhance ARS funding. Research conducted by ARS helps to 
ensure high-quality, safe food, and other agricultural products, assess the nutri- 
tional needs of Americans, sustain a competitive agricultural economy and enhance 
the natural resource base and the environment. The steady erosion in ARS funding 
could jeopardize the ability of the agency to carry out its important mission. 

According to the Administration, its fiscal year 2008 request of $1,129 billion for 
ARS does not include about $280 million in so-called “earmark” funding [divided 
about equally between research projects and facilities] that Congress in the past has 
invested in. In the fiscal year 2007 CR Congress opted to eliminate the earmarks 
but included the funding equivalent in the ARS account. National C-FAR strongly 
urges the Subcommittee and Committee to restore this funding to the fiscal year 
2008 budget for ARS, whether designated for specific projects or for distribution by 
ARS. 

ERS . — National C-FAR urges the Subcommittee and Committee to support the 
Administration’s fiscal year 2008 request of $83 million for the USDA, Economic Re- 
search Service (ERS), which represents a modest increase over the fiscal year 2006 
and fiscal year 2007 appropriated levels and provides additional funding to 
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strengthen the market analysis and outlook capabilities and bioenergy economic 
analysis. Many of the research outcomes generated through ERS efforts provide 
value in both policy and business application terms far in excess of what the modest 
size of the ERS budget might suggest. 

FS . — National C-FAR urges the Committee to support the Administration’s fiscal 
year 2008 funding request of $263 million for forest and rangeland research. Na- 
tional C-FAR is concerned that this represents a decrease in funding compared with 
fiscal year 2007. While the Administration may be justified in dropping lower pri- 
ority projects, stagnant and declining funding is inappropriate in light of major chal- 
lenges in forest, range and ecosystem management and utilization. 

National C-FAR urges that funding for food and agricultural research, extension 
and education be augmented to the maximum extent practicable, as an important 
next step toward building the funding levels needed to meet identified food and agri- 
cultural research, extension and education needs. 

A Sense of the Congress resolution endorsed by National C-FAR to double fund- 
ing in food and agricultural research, extension and education within five years was 
incorporated into the 2002 Farm Bill that was enacted into law. However, the major 
commitment to expanded research has not yet materialized. At the five-year mark, 
the larger reality is the threat of funding cuts. National C-FAR is urging the Con- 
gress to reaffirm a commitment to doubling funding in food and agricultural re- 
search, extension and education in the 2007 farm bill. 

As a coalition representing stakeholders in both the research, extension and edu- 
cation community and the “customers” who need and depend upon their outcomes, 
National C-FAR urges expanded public participation in the Administration’s re- 
search priority setting and funding decision process and stands ready to work with 
the Administration and other interested stakeholders toward that end. 

ENHANCED INVESTMENT IN RESEARCH, EXTENSION & EDUCATION ESSENTIAL TO 

SUCCESS 

The research, extension & education title of the Farm Bill represents the nation’s 
signature Federal investment in the future of the food and agricultural sector. Other 
Farm Bill titles depend heavily upon the Research Title for tools to help achieve 
their stated objectives. Public investment in food and agricultural research, exten- 
sion and education today and in the future must simultaneously satisfy needs for 
food quality and quantity, resource preservation, producer profitability and social 
acceptability. 

Tools provided through research, extension & education are needed to help 
achieve safer, more nutritious, convenient and affordable foods delivered to sustain 
a well nourished, healthy population; more efficient and environmentally friendly 
food, fiber and forest production; improved water quality, land conservation, wildlife 
and other environmental conditions; less dependence on non-renewable sources of 
energy; expanded global markets and improved balance of trade; and more jobs and 
sustainable rural economic development. Societal demands and expectations placed 
upon the food and agricultural system are ever-changing and growing. Examples of 
current and future needs include — strengthened bio-security; food-linked health 
costs; environment and conservation; farm income and rural revitalization; biofuels 
and climate change; the world demand for food and natural fiber and improved 
diets; and biotechnology and genetic resources research and public oversight. 

DEMONSTRATED VALUE OF PUBLIC INVESTMENTS IN RESEARCH 

Publicly financed research, extension and education are necessary complements to 
private sector research, focusing in areas where the private sector does not have an 
incentive to invest, when (1) the pay-off is over a long term; (2) the potential market 
is more speculative; (3) the effort is during the pre-technology stage; and (4) where 
the benefits are widely diffused. Public research, extension and education help pro- 
vide oversight and measure long-term progress. Public research, extension and edu- 
cation also act as a means to detect and resolve problems in an early stage, thus 
saving American taxpayer dollars in remedial and corrective actions. 

Public investment in research is a wise investment. An analysis by the Inter- 
national F ood Policy Research Institute of 292 studies of the impacts of ag research 
and extension published since 1953 (Julian M. Austin, et al, A Meta-Analysis of 
Rates of Return to Agricultural Research, 2000) showed an average 81 Percent an- 
nual rate of return on public investments in ag research & extension! 

Food and agricultural research, extension and education to date have helped pro- 
vide the United States with a food and agricultural system that consistently pro- 
duces high quality, affordable food, natural fiber and other products, while at the 
same time: 
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— Creating Jobs and Income. — The food and agricultural sector and related indus- 
tries provide over 20 million jobs, about 17 percent of U.S. jobs, and account 
for nearly $1 trillion or 13 percent of GDP. 

— Helping Reduce the Trade Deficit. — Agricultural exports average more than $50 
billion annually compared to $38 billion of imports, contributing some $12 bil- 
lion to reducing the $350 billion trade deficit in the nonagricultural sector. 

— Sustaining Important Strategic Resources. — This Nation’s abundant food supply 
bolsters national security and eases world tension and turmoil. Science-based 
improvements in agriculture have saved over a billion people from starvation 
and countless millions more from the ravages of disease and malnutrition. 

— Providing Many Valuable Aesthetic and Environmental Amenities to the Pub- 
lic. — The proximity to open space enhances the value of nearby residential prop- 
erty. Farmland is a natural wastewater treatment system. Unpaved land allows 
the recharge of the ground water that urban residents need. Farms are stop- 
overs for migratory birds. Farmers are stewards for 65 percent of non-Federal 
lands and provide habitat for 75 percent of wildlife. 

FUNDING INSUFFICIENT TO ADDRESS PRIORITY NEEDS 

By any measure, Federal funding for food and agricultural research, extension 
and education has failed to keep pace with identified priority needs. Public and pri- 
vate investments in U.S. agricultural research and practical application of results 
have paid huge dividends to the United States and the world, especially in the latter 
part of the 20th century. However, these dividends are the result of past invest- 
ments in agricultural research. The unparalleled success story in the food and agri- 
cultural system is a product in large part of past investments in food and agricul- 
tural research and extension. 

However, Federal funding for food and agricultural research, extension and edu- 
cation has been essentially flat for over 20 years, while support for other Federal 
research has increased substantially. Public funding of agricultural research in the 
rest of the world during the same time period has outpaced investment in the 
United States. 

Stagnant public investment in food and agricultural research, extension and edu- 
cation may well be a result of a view that the U.S. food and agricultural system 
is doing fine and that funds can be redirected to other needs. The U.S. food and 
agricultural sector has been a world leader and has provided unprecedented value 
to U.S. citizens, and indeed the world community. However, societal demands and 
expectations placed upon the food and agricultural system are ever-changing and 
growing. 

National C-FAR believes it is imperative to lay the groundwork now to respond 
to the many challenges and promising opportunities ahead through Federal policies 
and programs needed to promote the long-term health and vitality of food and agri- 
culture for the benefit of both consumers and producers. Stronger public investment 
in food and agricultural research, extension and education is essential in producing 
research outcomes needed to help deliver beneficial and timely solutions. Multiple 
examples, such as those highlighted below, serve to illustrate current and future 
needs that arguably merit enhanced public investment in research, extension and 
education so that the food and agricultural system can respond to these challenges 
on a sustainable basis: 

— Strengthened bio-security is a pressing national priority. There is a compelling 
need for improved bio-security and bio-safety tools and policies to protect 
against bio-terrorism and dreaded problems such as foot-and-mouth and “mad 
cow” diseases and other exotic plant and animal pests, and protection of range 
lands from invasive species. 

— Food-linked health costs are high. Some $100 billion of annual U.S. health costs 
are linked to poor diets, obesity, food borne pathogens and allergens. Opportuni- 
ties exist to create healthier diets through fortification and enrichment. 

— Research, extension and education are key to providing to solutions to environ- 
mental and conservation challenges related to global warming, limited water re- 
sources, enhanced wildlife habitat, and competing demands for land and other 
agricultural resources. Rural water conservation and development of drought- 
resistant crops have evolved from a good idea to a necessity. 

— It is a highly competitive world for food and agriculture and rural America. 
There was considerable debate during the last Farm Bill reauthorization about 
how expanded food and agricultural research, extension and education could en- 
hance farm income and rural revitalization by improving competitiveness and 
value-added opportunities. 
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— Energy costs are escalating, dependence on petroleum imports is growing and 
concerns about greenhouse gases are rising. Research, extension and education 
can enhance agriculture’s ability to provide renewable sources of energy and 
cleaner burning fuels, sequester carbon, and provide other environmental bene- 
fits to help address these challenges, and indeed generate value-added income 
for producers and stimulate rural economic development. 

— Population and income growth are expanding the world demand for food and 
natural fiber and improved diets. World food demand is projected to double in 
25 years. Most of this growth will occur in the developing nations where yields 
are low, land is scarce, and diets are inadequate. Without a vigorous response, 
demand will only be met at a great global ecological cost. 

— Regardless of one’s views about biotechnology and genetic resources, an effective 
publicly funded research role is needed for oversight and to ensure public bene- 
fits. 

If these challenges and opportunities are to be met, then the nation must commit 
to a stronger investment that reflects the long-term benefits of food and agricultural 
research, extension and education. 


CONCLUSION 

National C-FAR respectfully submits that — 

— The food and agricultural sector merits Federal attention and support; 

— Food and agricultural research, extension and education have paid huge divi- 
dends in the past, not only to farmers, but to the entire nation and the world; 

— There is an appropriate and recognized role for Federal support of research, ex- 
tension and education; 

— Recent funding levels for food and agricultural research, extension and edu- 
cation have been inadequate to meet pressing needs; 

— Federal investments in food and agricultural research, extension and education 
should be enhanced in fiscal year 2008 and beyond; and 

— Actions should be taken to provide for expanded public participation, including 
during review of programs being considered for possible reforms or cuts. 

National C-FAR appreciates the opportunity to share its views and stands ready 
to work with the Chair and members of this Committee in support of these impor- 
tant funding objectives. 


Prepared Statement of the National Corn Growers Association 

The National Corn Growers Association (NCGA) appreciates the opportunity to 
share with you our agriculture appropriations priorities for fiscal year 2008. NCGA 
represents more than 32,000 members in 48 States, 47 affiliated State organizations 
and more than 300,000 corn farmers who contribute to State checkoff programs for 
the purpose of creating new opportunities and markets for corn growers. 

America’s corn producers continue to make a significant and important contribu- 
tion to our nation’s economy. Over the last 5 years, the Nation’s corn crop has aver- 
aged 10.3 billion bushels resulting in an annual average farm gate value of almost 
$22 billion. The relatively stable production over the past 10 years, made possible 
by innovation in production practices and technological advances, has helped to en- 
sure ample supplies of corn for livestock, an expanding ethanol industry, new 
biobased products and a host of other uses in the corn industry. 

Aflatoxin Research 

Aflatoxin is a significant problem for corn growers. While the disease is most com- 
mon in the South, northern corn growers also experience aflatoxin, especially in 
times of drought. Aflatoxin costs corn growers millions of dollars in lost sales every 
year. 

Currently, the Agriculture Research Service (ARS) receives about $7 million per 
year for its entire aflatoxin research program. Of that, ARS awards about $750,000 
in competitive grants each year for pre-harvest aflatoxin research on corn, cotton, 
peanuts and tree nuts. These figures have been relatively flat for 10 years. NCGA 
requests an additional $500,000 for ARS’s aflatoxin cooperative agreement program, 
totaling $1.25 million. We believe the funds should be used to address cross-cutting 
issues of concern to all affected crops and the development of nondestructive testing 
protocols and technologies. 

Genomic Research 

The entire corn industry, including the academic research community, grain han- 
dlers, growers, industry and seed companies strongly believe that research on plant 
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and plant genomes has substantial long-term benefits. NCGA supports the plant ge- 
nome research conducted by ARS through its genetic resources, genome sequencing 
and genome bioinformatics programs. Specifically, this research includes plant and 
fungal genomics exploration to determine what drives aflatoxin production, what 
causes susceptibility, and helps us understand plant and fungal nutrient and envi- 
ronmental needs. 

NCGA also supports the Cooperative State Research, Education and Extension 
Service’s National Research Initiative. Our research policy supports competitive 
grants where appropriate. 

APHIS Biotechnology Regulatory Service 

NCGA supports the President’s budget request of $14,141 million for the Animal 
and Plant Health Inspection Service’s Biotechnology Regulatory Service as well as 
the separate funding stream requested in the budget from the Office of the Sec- 
retary for the same. These resources are necessary to ensure the agency properly 
manages its functions associated with this expanding technology to maintain con- 
sumer and customer confidence in our strong science-based regulatory structure. 

FAS SPS Issues Resolution 

NCGA supports the President’s budget request of $27,153 million that increases 
funding by $6,196,000 within the Foreign Agricultural Service (FAS) for Sanitary 
and Phytosanitary (SPS) resolution. Unnecessarily restrictive regulations to address 
plant health risks are major impediments to U.S. market expansion. As trade bar- 
riers have been reduced, there has been a dramatic increase in non-tariff trade bar- 
riers to trade. 

FAS Market Access 

NCGA supports the President’s budget request of $200 million for the Market Ac- 
cess Program (MAP) within the Foreign Agricultural Service. This program has 
been successful in maintaining and expanding U.S. agricultural exports and 
strengthening farm income. The 2002 farm bill authorizes up to $200 million in 
mandatory spending for MAP; NCGA urges that the program be funded at the fully 
authorized level. 

National Corn to Ethanol Research Center 

In 2006, fuel ethanol production from corn generated 4.8 billion gallons of ethanol, 
displacing 3 percent of petroleum imports. Economic forecasting estimates that the 
United States is capable of producing in excess of 14 billion gallons of ethanol by 
2015. Such production is critical to our national economy, energy security and the 
environment. The National Corn-to-Ethanol Research Center (NCERC) at Southern 
Illinois University — Edwardsville is in a perfect position to: continue generation of 
baseline data, serve as training center for Workforce Development and expand as 
a Lignocellulosic Center of Excellence. To fulfill these objectives, NCGA is seeking 
additional funding on behalf of NCERC. 

Updated baseline data is continuously required to be reflective of industry 
changes and their impact on product yields and efficiencies. The goal of this objec- 
tive is to continue generating baseline data under typical industry operating condi- 
tions reflective of changing industry practices and changes in inputs (e.g. 
fractionization, corn hybrids, enzymes, yeast practices). The baseline data generated 
by the NCERC is of significant interest to academic, government, industry and trade 
association ethanol researchers as well as ethanol plant operators. The baseline 
data generated by NCERC is providing a critical benchmark for all industry and in- 
stitutional comparison testing. We encourage the committee to provide $400,000 to 
NCERC for this purpose. 

A key component to the success of the ethanol industry over the next decade is 
to ensure the industry has a ready and available workforce. NCERC is well-posi- 
tioned to train an immediately productive workforce as it plays a unique role in 
serving both the educational mission of the university as well as meeting the grow- 
ing needs of the biofuels industry. NCERC provides a year-long, hands-on workforce 
training program to student interns while conducting commercial testing trials. 
Since opening in late 2003, nearly 35 interns have helped with the successful oper- 
ation of the plant and labs. NCGA requests an additional $1,000,000 to expand the 
current internship program to meet the growing needs of the industry. Through this 
endeavor, NCERC will develop and implement a National Biofuels Workforce Train- 
ing Center. 

For cellulose to be a viable feedstock, the process of converting cellulose to ethanol 
must be optimized. The three “process points” of optimization in the cellulose to eth- 
anol process are: pre-treatment method, enzyme functionality and fermentation or- 
ganisms (yeast). The NCERC is a research leader in the conversion of corn to eth- 
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anol and its co-product. Therefore, the NCERC is able to more cost-effectively stay 
on the cutting edge of technology as we enter a new era of converting cellulose to 
ethanol. 

The NCERC is well-positioned to work directly with USDA/ARS, the Department 
of Energy, and Academic and Industry researchers who are conducting scientific dis- 
covery research on the conversion of cellulose to ethanol. This work will spur unlim- 
ited investment by private industry as they will make that crucially important deci- 
sion to enter the cellulose to ethanol market. We encourage the committee to con- 
sider NCERC as Lignocellulosic Center of Excellence. 

Ethanol Coproduct Utilization 

One of the major benefits of using corn as a feedstock for ethanol production is 
the ability to retain the protein, fat, fiber, vitamins and minerals for use as an ani- 
mal feed. The co-product of ethanol production, distillers dried grain with solubles 
(DDGS), results from the concentration and drying of the components remaining 
after the starch portion of com is converted to ethanol. Strong global demand for 
DDGS will be critical in maximizing the potential and profitability of fuel ethanol 
production from corn while ensuring livestock feed needs are met. 

While nearly 12 million tons of DDGS was fed domestically or exported in 2006, 
use of this alternative feed ingredient may be limited in the future because of real 
and perceived issues relating to DDGS consistency, quality, flowability and feed effi- 
ciency. NCGA encourages the committee to dedicate the resources necessary to 
greatly expand ARS’s efforts in this area, particularly as they relate to DDGS 
flowability, contaminant mitigation, nutritional value, and nutrient and mineral 
management issues. 

Value-Added Grants 

Grants from USDA’s Value-Added Product Market Development Grant program 
have been used by com growers to leverage significant investments in rural commu- 
nities. NCGA supports this grant program as authorized by the 2002 farm bill at 
$40 million per year. Potential technologies include processing identity-preserved 
corn varieties and adding value to the non-fermentable components of the corn feed- 
stock. 

Thank you for the support and assistance you have provided to com growers over 
the years. Please feel free to contact Lisa Kelley at 202-628-7001 if you need any 
additional information. 


Prepared Statement of the National Commodity Supplemental Food 
Program Association 

The Honorable Herb Kohl, Mr. Chairman and Subcommittee members, I am 
Frank Kubik, President of the National Commodity Supplemental Food Program As- 
sociation (NCSFPA). Thank you for this opportunity to present information regard- 
ing the Commodity Supplemental Food Program (CSFP). 

CSFP was our Nation’s first food assistance effort with monthly food packages de- 
signed to provide protein, calcium, iron, and vitamins A and C. It began in 1969 
for low-income mothers and children, preceding the Special Supplemental Nutrition 
Program for Women, Infants, and Children known as WIC. Pilot programs in 1983 
added low-income seniors to the list of eligible participants and they now comprise 
91 percent all participants. 

CSFP is a unique Federal/State and public/private effort. The USDA purchases 
specific nutrient-rich foods at wholesale prices for distribution. State agencies such 
as the departments of health, agriculture or education provide administration and 
oversight. These agency’s contracts with community and faith based organizations 
to warehouse and distribute food, certify eligibility and educate participants. The 
local organizations build broad collaboration among non-profits, health units, and 
area agencies on aging so that seniors and others can quickly qualify to and receive 
their monthly supplemental food package along with nutrition education to improve 
their health and quality of life. This unique public/private partnership reaches even 
homebound seniors in both rural and urban settings with vital nutrition. 

The foods provided through CSFP include canned fruits and vegetables, juices, 
meats, fish, peanut butter, cereals and grain products, cheese, and other dairy prod- 
ucts increase healthy food consumption among these low-income populations. 

The CSFP is also an important “market” for commodities supported under various 
farm programs, as well as an increasingly important instrument in meeting the nu- 
tritional and dietary needs of special low-income populations. 

In fiscal year 2006, the CSFP provided services through 150 non-profit community 
and faith-based organizations at over 1,800 sites located in 32 States, the District 
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of Columbia, and two Indian reservations (Red Lake, Minnesota and Oglala Sioux, 
South Dakota). On behalf of those organizations NCSFPA would like to express our 
concern and disappointment regarding the reduction of available CSFP resources for 
fiscal year 2008. 

— The prospect of seniors not receiving needed CSFP food in a year when USDA 
has forecast in excess of $35.4 million in carryover inventory at the end of the 
fiscal year 2006 is disturbing. Clearly these inventories could and should be 
used to serve the areas that were affected by the hurricanes of 2005 and who 
were given 6 month CSFP supplemental caseload that has since been ex- 
hausted. 

— At a time when many Americans must choose between food or medicine, utili- 
ties, and other basic expenses, the Federal Government should not be reducing 
benefits for our most vulnerable citizens. 

CSFP’s 38 years of service stands as testimony to the power of partnerships 
among community and faith-based organizations, farmers, private industry and gov- 
ernment agencies. The CSFP offers a unique combination of advantages unparal- 
leled by any other food assistance program: 

— The CSFP specifically targets our Nation’s most nutritionally vulnerable popu- 
lations: young children and low-income seniors. 

— The CSFP provides a monthly selection of food packages tailored to the nutri- 
tional needs of the population served. Eligible participants are guaranteed [by 
lawl a certain level of nutritional assistance every month in addition to nutri- 
tion education regarding how to prepare and incorporate these foods into their 
diets as prescribed by their health care provider. 

— The CSFP purchases foods at wholesale prices, which directly supports the 
farming community. The average food package for fiscal year 2007 is $15.85, 
and the retail value is approximately $50.00. 

— The CSFP involves the entire community in confronting the problem of hunger. 
There are thousands of volunteers as well as many private companies who do- 
nate money, equipment, and most importantly time and effort to deliver food 
to needy and homebound seniors. These volunteers not only bring food but com- 
panionship and other assistance to seniors who might have no other source of 
support. (See Attachment 1) 

The White House proposed budget for fiscal year 2008 would eliminate CSFP com- 
pletely, and would eliminate all of this effort and support of those 38 years. This 
proposal has shocked the entire CSFP community as well as legislators, anti-hunger 
and senior service organizations and the concerned citizens as they have become 
aware of it. America’s Second Harvest, AARP, and FRAC have all voiced their oppo- 
sition to the elimination of CSFP. It is unconscionable to eliminate benefits for some 
of our most vulnerable citizens and to eliminate hope of those waiting for participa- 
tion in the program. It is the cruelest cut for the greatest generation. 

In a recent CSFP survey, more than half of seniors living alone reported an in- 
come of less than $750 per month. Of those respondents from two-person house- 
holds, more than half reported an income of less than $1,000 per month. Fewer than 
25 percent reported being enrolled in the Food Stamp Program. Over 50 percent 
said they ran out of food during the month. Also, close to 70 percent senior respond- 
ents say they use money for medical bills not food. 

The Senate Agriculture Appropriations Subcommittee has consistently supported 
CSFP, acknowledging it as a cost-effective way of providing nutritious supplemental 
foods. Last year this subcommittee and all of Congress provided funding for CSFP 
in direct opposition to its proposed elimination. This year, your support is again 
needed to provide adequate resources for the 485,416 mothers, children and seniors 
currently receiving benefits, 20,500 low-income participants currently waiting in five 
new States and 100,827 seniors waiting in current States for this vital nutrition pro- 
gram. 

There is no discernible plan to address the long-term needs of those affected by 
the elimination of CSFP. The proposed transition plan provides that seniors being 
removed from CSFP will be provided a Food Stamp Program (FSP) benefit of $20 
per month for up to six months, or until the participant actually enrolls in the FSP, 
whichever comes first. Simply transferring seniors to the FSP is an inadequate solu- 
tion. It is essential for seniors to have access to services which they feel are offered 
with dignity and respect. Many will outright reject the idea of applying for FSP ben- 
efits. According to the ERS Evaluation of the USDA Elderly Nutrition Demonstra- 
tions: Volume I: 

The Commodity alternative benefit demonstration in North Carolina was popular 
both among new applicants and among existing FSP participants. Clients eligible 
for low FSP benefits were more likely to get the commodity packages, which had 
a retail value substantially greater than their FSP benefits”. “In particular, seniors 



774 


described the anxiety of using FSP benefits in stores, where they felt shoppers and 
store clerks looked down on them”. ‘‘The demonstrations attracted a particularly 
large share of clients eligible for the $10 benefit because the retail value of the com- 
modity packages was worth $60-$70. 

Depending on their non-cash assets, seniors may not qualify for a FSP benefit 
level equivalent to the CSFP food package. Seniors receiving the minimum benefit 
would not be eligible for the $20/month transitional benefit. The 25 percent of cur- 
rent CSFP participants who already enrolled in the FSP will lose the benefits of 
CSFP and those benefits will not be replaced at a time when they are struggling 
to make ends meet. CSFP and FSP are supplemental programs. They work together 
to make up the shortfall that many of our seniors are facing each month. Both pro- 
grams need to continue to be available as part of the “safety net” for our low-income 
participants. 

USDA reports that the average benefit paid to senior citizens is about $67 per 
month, but in reality, many senior citizens receive only the minimum monthly ben- 
efit of $10, which has not been updated since 1975. USDA figures also report house- 
holds rather than individual participants and include households with disabled fam- 
ily members. 

The proposed transition plan for women, infants and children enrolled in the 
CSFP is to transfer them to WIC. However, due to increasing coordination between 
WIC and CSFP at the State and community levels, the number of WIC-eligible 
mothers and children enrolled in the CSFP is steadily declining. In some States, 
this figure is less than 2 percent of all enrolled women and children, eradicating 
supplemental food and nutrition benefits for that population as well. 

As referenced earlier, CSFP provides a food package that costs USDA about $15 
per month. It has a retail value of approximately $50. How does someone use $20 
to purchase $50 worth of nutritious foods? What happens at the end of 6 months? 

The National Commodity Supplemental Food Program Association requested the 
Senate Agriculture Appropriations Subcommittee take the appropriate actions to 
funding CSFP for fiscal year 2008 at $157.4 million as illustrated below: 

To continue serving the 485,416 needy seniors (91 percent of participants), 
women, infants and children (9 percent of participants) currently enrolled in 
CSFP— $123 million. 

To serve the 22,577 individuals who received a food package through the supple- 
mental caseload provided to hurricane ravaged Gulf States. — $4.3 million. 

To meet USDiAs commodity procurement expenses — $0.7 million. 

Appropriation required to serve the 507,993 people who have relied upon CSFP 
for supplemental nutrition — $128 million. 

To begin meeting the needs of 20,500 eligible seniors in the 5 States with USDA 
approved plans: Arkansas (5,000), Delaware (2,500), Oklahoma (5,000), New Jersey 
(5,000) and Utah (3,000) — $3.9 million. 

To serve an additional 100,827 individuals among of our Nation’s most vulnerable 
individuals in the 32 States with existing programs and documented additional 
needs — $25.5 million. 

Appropriation needed to maximize this program’s effectiveness in serving 629,518 
seniors and women and their infants and young children challenged by hunger — 
$157.4 million. 

With the aging of America, CSFP must be an integral part of USDA Senior Nutri- 
tion Policy as well as comprehensive plans to support the productivity, health, inde- 
pendence, and quality of life for America’s seniors. 

Measures to show the positive outcomes of nutrition assistance to seniors must 
be strengthened. A 1997 report by the National Policy and Resource Center on Nu- 
trition and Aging at Florida International University, Miami — Elder Insecurities: 
Poverty, Hunger, and Malnutrition indicated that malnourished elderly patients ex- 
perience 2 to 20 times more medical complications, have up to 100 percent longer 
hospital stays, and incurs hospital costs $2,000 to $10,000 higher per stay. Proper 
nutrition promotes health, treats chronic disease, decreases hospital length of stay 
and saves health care dollars. 

Rather than eliminating the program, the NCSFPA recommends the following ini- 
tiatives to strengthen CSFP: 

— Develop a formal evaluation process to demonstrate individual and program 
outcomes of CSFP with Federal, State, and local CSFP managers included in 
the study design; 

— Restore financial guidelines for seniors to the original level of 185 percent of 
poverty; 

— Set “greatest need within a project area” as the priority for service or let each 
State set its priority for service under a plan approved by the Secretary of Agri- 
culture; 
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— Support and expand the program in those States that have demonstrated an in- 
terest in the CSFP, including the 5 States that already have USDA-approved 
plans to operate CSFP (Arkansas, Delaware, New Jersey, Oklahoma and Utah) 
or that have demonstrated a willingness to continue and expand current CSFP 
services. 

This program continues with committed grassroots operators and dedicated volun- 
teers. The mission is to provide quality nutrition assistance economically, efficiently, 
and responsibly always keeping the needs and dignity of our participants first. We 
commend the Food and Nutrition Service of the Department of Agriculture and par- 
ticularly the Food Distribution Division for their continued innovations to strength- 
en the quality of the food package and streamline administration. We also remain 
committed to providing quality services in collaboration with the community organi- 
zations and volunteers that contribute nearly 50 percent of the resources used in 
providing these services. 
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FISCAL YEAR 2008 BUDGET REQUEST 

On behalf of low-income seniors and women and their infants and young children 
in need of the prescribed packages of nutritious food made available through the 
Commodity Supplemental Food Program (CSFP), we request not only the rejection 
of the proposal to eliminate CSFP, but also consideration of increases in program 
resources. 

At a modest cost of 15.85 per monthly food package, CSFP leverages the efforts 
and energy of thousands of volunteers at churches and charities across America to 
deliver essential nutrition with a retail value in excess of 50.00 per month to vulner- 
able members of “The Greatest Generation” and to help at-risk members of the next 
generation get a healthy start. The appropriations required and the benefits antici- 
pated are as follows: 

To continue serving the 485,416 needy seniors (91 percent of participants), 
women, infants and children (9 percent of participants) currently enrolled in 
CSFP— $123 million. 

To serve the 22,577 individuals who received a food package through the supple- 
mental caseload provided to hurricane ravaged Gulf States — $4.3 million. 

To meet USDA’s commodity procurement expenses — $.7 million. 

Appropriation required to serve the 507,993 people who have relied upon CSFP 
for supplemental nutrition — $128 million. 

To begin meeting the needs of 20,500 eligible seniors in the 5 States with USDA 
approved plans Arkansas (5,000), Delaware (2,500), Oklahoma (5,000), New Jersey 
(5,000) and Utah (3,000) — $3.9 million. 

To serve an additional 100,827 individuals among of our Nation’s most vulnerable 
individuals in the 32 States with existing programs and documented additional 
needs — $25.5 million. 

Appropriation needed to maximize this program’s effectiveness in serving 629,518 
seniors and women and their infants and young children challenged by hunger — 
$157.4 million. 


Prepared Statement of the National Environmental Services Center (NESC) 

Chairman Kohl, Senator Bennett, and Members of the Subcommittee: Thank you 
for the opportunity to offer testimony to the Subcommittee on Agriculture, Rural De- 
velopment, FDA and Related Agencies. 1 We request funding to support the pro- 
grams of the National Drinking Water Clearinghouse in providing information and 
technical assistance to small and rural and underserved communities under the 
Rural Utilities Service programs of the USDA. 

Need for Federal Programs 

Clean, safe drinking water and wastewater treatment are critical to public and 
environmental health. For most of us, it’s easy to take water for granted. However, 
according to U.S. Census Bureau data, half of American homes in 1940 lacked com- 
plete plumbing facilities (defined as hot and cold piped water, a bathtub or shower, 
and a flush toilet). By 2002, EPA found that the number of homes having complete 
plumbing facilities increased to 91 percent. Much of this improvement can be attrib- 
uted to Federal infrastructure investment. The U.S. Department of Agriculture’s 
Rural Utilities Service (RUS) has provided more than $20 billion for water and 
wastewater projects since 1947. In spite of these improvements, however, 670,000 
households (with nearly 2 million people) lack access to water, sanitation, or both. 
Safe, affordable water infrastructure is an investment in the economic viability and 
public health of rural America. 

Water and Wastewater Challenges 

Over 50,000 water treatment systems serve the U.S. population, with 86 percent 
of these systems being classified as “small” systems (serving fewer than 3,300 peo- 
ple) and “very small” systems (serving fewer than 500 customers). Because smaller 
systems have lower revenues and fewer resources, they are more likely to have dif- 
ficulty in meeting regulatory requirements. When the Safe Drinking Water Act was 
passed in 1974, 18 contaminants were regulated. By 2004, that number had grown 
to 86. Another eight will be added by 2008. 

While significant progress has been made, a number of challenges confront com- 
munities as they try to safeguard public health. In many communities, water dis- 


1 The National Environmental Services Center is located at West Virginia University. This 
statement has been prepared by Richard Bajura, Executive Director, with assistance from Pam- 
ela Schade and Trina Wafle. For more information, see our Web site at http://www.nesc.wvu.edu 
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tribution systems and wastewater collection systems are 40 to 50 years old, with 
many dating back more than a century. According to the American Society of Civil 
Engineers (ASCE), U.S. drinking water system operators are responsible for main- 
taining an estimated 800,000 miles of water delivery pipelines. In the 2002 report 
titled Clean Water and Drinking Water Infrastructure Gap Analysis, EPA estimated 
that we need to invest $265 billion for drinking water systems infrastructure 
through 2022. Wastewater infrastructure will need an estimated $388 billion during 
the same time period. ASCE puts the water infrastructure funding gap at $534 bil- 
lion over the same time period, saying that the EPA estimate doesn’t adequately 
address population growth and new construction. In the 2003 update to ASCE’s Re- 
port Card for America’s Infrastructure, both water and wastewater were given a 
grade of “D.” The report suggests that, without new investment, progress made over 
the last 30 years is threatened. 

Federal Assistance Programs 

As a partial solution to addressing these challenges, the Water and Wastewater 
Technical Assistance and Training [TAT] grants under USDA’s Rural Community 
Advancement Program make it possible for small and rural communities to maxi- 
mize their investments in water infrastructure through assistance with technology 
selection, operation and maintenance, capacity development, and asset management. 
The National Drinking Water Clearinghouse has been a strong partner with USDA 
in providing services to these communities. We are requesting appropriations in fis- 
cal year 2008 to continue our work with USDA by providing the kinds of services 
described below. 

About the National Drinking Water Clearinghouse (NDWC) 

For 17 years, the National Drinking Water Clearinghouse at West Virginia Uni- 
versity has helped small and rural communities with their water infrastructure 
management. In 2001, the NDWC also undertook programs related to utility secu- 
rity issues. 

The NDWC provides a range of assistance for small communities. Telephone call- 
ers can obtain toll-free technical assistance from our staff of engineers and sci- 
entists. Our quarterly publication On Tap, a magazine about drinking water treat- 
ment, financing, and management options, helps communities and small water sys- 
tems operate, manage, and maintain their facilities, while keeping them financially 
viable. A comprehensive Web site and databases with thousands of entries provide 
round-the-clock access to contemporary information on small water system. Training 
sessions customized for small and rural areas, teleconferences, Web casts, and more 
than 400 free and low-cost educational products give people the instruction and tools 
they need to address their most pressing water issues. These services are well re- 
ceived by small community officials and service providers. 

In addition to our knowledge base, technical assistance through telephone con- 
sultation, and publications which we provide to the public, the NDWC wishes to de- 
velop new initiatives targeted to reach underserved communities found in places 
such as rural Appalachia, the Mississippi Delta, the Colonias in the U.S.-Mexico 
border region, and Native American Tribes. 

Request 

In fiscal year 2008, we want to strengthen our core programs in providing infor- 
mation and technical assistance and also develop special initiatives to address prob- 
lems unique to certain underserved communities as described above. We seek an ap- 
propriation of $1.7 million to support our work in these two important program 
areas. Thank you for considering our request. 


Prepared Statement of the National Fish and Wildlife Foundation 

Mr. Chairman and Members of the Subcommittee, I appreciate the opportunity 
to submit testimony regarding the fiscal year 2008 funding request for the National 
Fish and Wildlife Foundation (Foundation). Since 2000, the Foundation has received 
$3 million annually from the U.S. Department of Agriculture’s Natural Resources 
Conservation Service (NRCS). We have worked with NRCS to focus on agency wild- 
life priorities in the past and look forward to continuing to do so. With a Farm Bill 
pending, we have a number of outside organizations willing to match federally pro- 
vided dollars to assist in agricultural wildlife conservation projects. 

— The Foundation respectfully requests that this Subcommittee fund the Founda- 
tion at $4 million through the NRCS Appropriation. 

These dollars will be focused on mutually agreed upon projects across the country. 
Furthermore, the appropriated $4 million will be turned into a minimum of $8 mil- 
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lion, according to the Foundation’s Congressional Charter which requires a min- 
imum of a one-to-one match. We have been operating on a three-to-one match his- 
torically, which means that the $4 million has the potential to turn into $16 million 
or more for on-the-ground conservation. One other note of special interest is that 
according to the Foundation’s Charter, all directly appropriated funds have to be ob- 
ligated to grants as they are not available to the Foundation for any direct or indi- 
rect expenses. 

Since 2000 when the grants partnership began, the Foundation has received $21 
million in NRCS Federal funds ($3 million per fiscal year), which it has dedicated 
to a matching grant program focused on private land conservation. The Foundation 
has supported over 470 projects in 49 States, the Caribbean, and the Pacific Islands, 
by leveraging the $21 million in NRCS funds into more than $85 million in on-the- 
ground conservation. These projects have led to the direct restoration of more than 
1,232,000 acres of farmland and rangeland and 1,041 miles of streams and rivers. 
In fiscal year 2006, the Foundation received $3 million in NRCS Federal funds, 
which it leveraged into more than $14 million in on-the-ground conservation. 

Working Landscapes. — Through our partnership, the Foundation works with 
NRCS to identify and fund projects that have strong support in affected agricultural 
and rural communities. We place our highest priority on projects integrating con- 
servation practices on ongoing agricultural, ranching, and forestry operations, with 
the goal of improving the ecological health of working lands. We fund partners and 
provide expertise by engaging watershed experts, ranchers, foresters, farmers, local 
governments, and non-profits to undertake on-the-ground private land activities 
with willing landowners. Through these efforts, the Foundation has helped to reduce 
agricultural runoff, remove invasive species, and restore native ecosystems. 

Conserving Fish, Wildlife, and Plants. — With our NRCS dollars, the Foundation 
funds projects that directly benefit diverse fish and wildlife species, including salm- 
on in the West, migratory birds in the Midwest, and grassland birds in the South. 
Habitat for native fish has been restored on private lands throughout the United 
States, by way of vegetative planting, streambank stabilization, livestock fencing, 
and nutrient reduction efforts. In addition to improving water quality, efforts have 
been undertaken by our grantees to reduce water loss caused by invasive species 
or from outdated irrigation systems. By reducing the water taken from rivers, there 
is less chance that drought will negatively impact aquatic life. 

— Pulling Together Initiative (PTI). — In fiscal year 2006, NRCS joined the Founda- 
tion’s Pulling Together Initiative, a grant program that supports the creation 
of local cooperative Weed Management Area partnerships. These partnerships 
bring together local landowners, citizens groups, and weed experts to develop 
and implement strategies for managing weed infestations on public lands, nat- 
ural areas, and private working lands. Through this collaborative program, 
NRCS staff is able to join invasive species experts from the U.S. Fish and Wild- 
life Service (FWS), USDA-Forest Service (FS), Bureau of Land Management 
(BLM), Animal and Plant Health Inspection Service, and the Department of De- 
fense to review and jointly select the most innovative weed management 
projects. 

— Due to the successful experience with the PTI program, NRCS has expressed 
an interest in participating in the Foundation’s Bring Back the Natives (BBN) 
grant program in fiscal year 2007 (depending on appropriations). The BBN pro- 
gram is a public-private partnership, including FS, BLM, FWS, Trout Unlimited 
and the Foundation; it is focused on restoring native populations of sensitive 
or listed aquatic species. Priority is provided to aquatic joint ventures and to 
those projects that directly implement the recommendations of the National 
Fish Habitat Action Plan. 

The National Fish and Wildlife Foundation continues to be one of, if not the most, 
cost-effective conservation program funded in part by the Federal Government. Con- 
gress established the Foundation 23 years ago, and since that time the Foundation’s 
vision for more healthy and abundant populations of fish, wildlife, and plants has 
flourished through the creation of numerous valuable partnerships. The breadth of 
our partnerships is highlighted through our active agreements with 14 Federal 
agencies, as well as various corporations, foundations and individual grantees. 
Through these unique arrangements, we are able to leverage Federal funds, bring 
agencies and industry together, as well as produce tangible, measurable results. Our 
history of collaboration has given way to programs and initiatives such as the North 
American Waterfowl Management Plan, the Neotropical Migratory Bird Conserva- 
tion Program, the Chesapeake Bay Small Watershed Grants Program, and the Pull- 
ing Together Initiative. With the support of the Committee in fiscal year 2008, we 
can continue to uphold our mission of enriching fish, wildlife, and the habitat on 
which they depend. 
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Federal dollars appropriated by this Committee allow the Foundation to be highly 
successful in assisting the NRCS in accomplishing its mission to help people con- 
serve, maintain, and improve our natural resources and environment. Whether it 
involves farm, range or grassland conservation, species management or conservation 
education, the Foundation strategically invests the Federal funds entrusted to us in 
sound projects. This request would allow the Foundation to expand its highly suc- 
cessful grant program to better assist NRCS in maximizing private land conserva- 
tion. 

The Foundation’s achievements are based on a competitive grant process where 
Federal funds are matched by the grantee with non-Federal funds and in-kind serv- 
ices. Grantees include Resource Conservation and Development Areas, conservation 
districts, universities, and non-profit organizations who partner with farmers and 
ranchers to support conservation efforts on private land. The Foundation also works 
to further maximize Federal funds by providing private funds through the gen- 
erosity of our growing number of corporate and foundation partners. These funds 
are in addition to the non-Federal funds that are provided by the Foundation’s 
grantees. In the Foundation’s partnership with NRCS, Federal funds have been sup- 
plemented with funding from Shell Oil Company, FMC Corporation, Doris Duke 
Foundation, the Kellogg Foundation, Wal-Mart, Anheuser-Busch Companies, Inc., 
Southern Company, Summer T. McKnight Foundation, Charles Stewart Mott Foun- 
dation, William Penn Foundation, and the David and Lucile Packard Foundation. 

We also measure our success in part by preventing the listing of species under 
the Endangered Species Act, as well as by stabilizing and hopefully moving others 
off the list. Some species that have received support through our NRCS grant pro- 
gram include salmonids, golden-cheeked warblers, black-capped vireos, South- 
western willow flycatchers, whooping cranes, sage grouse, lesser prairie chickens, 
aplomado falcons, black-tailed prairie dogs, Louisiana black bears, bog turtles, tiger 
salamanders and Karner blue butterflies. We invest in common sense and innova- 
tive cooperative approaches to endangered species, building bridges between the 
government and the private sector. 

New Strategic Plan . — During 2006, the Foundation underwent a detailed self-eval- 
uation, which resulted in the development of a new strategic plan for the organiza- 
tion. The strategic planning process revealed that the Foundation maximizes con- 
servation benefits when it targets a series of grants towards a specific geographic 
region, habitat type, or conservation challenge. To ensure that future grants achieve 
a sustainable and measurable conservation impact, the Foundation is establishing 
targeted Keystone Initiatives around the core conservation investment areas in 
which the Foundation has historically specialized. The Keystone Initiatives rep- 
resent the new core portfolio of the Foundation’s grant making with clearly defined 
long-term goals, well-articulated strategies, and defined budgets to reach desired 
outcomes. 

The four initial Keystone Initiatives, launched by the Foundation in 2007, include 
Birds; Wildlife and Landscape Scale Habitats; Freshwater Fish and Habitats; and 
Marine and Coastal Life and Habitats. Additional Keystone Initiatives being devel- 
oped include Wildlife and Agriculture, Wildlife and Energy Development, Invasive 
Species, and Future Conservation Leaders. Each grant approved under a Keystone 
Initiative will be designed to provide a measurable outcome that brings us one step 
closer to the final long-term conservation goal of the Initiative. Where appropriate, 
the strategies and outcomes of the Foundation’s Special Grant Programs, such as 
the Great Lakes Restoration Fund, Bring Back the Natives, and the Coral Reef Con- 
servation Fund, will be designed to directly contribute to the long-term Keystone 
Initiative goal. Through our targeted grants, the Foundation seeks to achieve meas- 
urable success in “moving the needle” on these critical conservation objectives over 
the next 5 to 10 year period. 

Accountability and Grantsmanship . — During the strategic planning process, Foun- 
dation staff spent time listening to feedback from our agency partners and grantees. 
Choke points in our grant making process were identified, and the Foundation is 
in the process of revising portions of our grant review and contracting process to 
ensure we maximize efficiency while maintaining strict financial and evaluation- 
based requirements. The Foundation has also launched a new website that is more 
user-friendly and content rich than the previous version. This new interactive tool 
will allow the Foundation to improve communication with our stakeholders and will 
help streamline our grant making process. 

To ensure that only those grants with the greatest likelihood of obtaining con- 
servation outcomes directly related to a Keystone Initiative are funded, the Founda- 
tion has implemented a thorough review process. Applicants are required to submit 
a pre-proposal which allows staff to proactively work with applicants to refine and 
improve their application before submitting a full proposal. All full proposals are 
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then submitted to a peer review process which involves five external reviews rep- 
resenting State agencies, Federal agencies, affected industry, environmental non- 
profits, and academics. Grants are also reviewed by the Foundation’s Keystone Ini- 
tiative staff, as well as evaluation staff, before being recommended to the Board of 
Directors for approval. In addition, the Foundation provides a 30-day notification to 
the Members of Congress for the congressional district and State in which a grant 
will be funded, prior to making a funding decision, according to our Congressional 
Charter. 

Basic Facts About the Foundation. — The Foundation is governed by a 25-member 
Board of Directors, appointed by the Secretary of Interior and in consultation with 
the Secretary of Commerce. At the direction of Congress, the Board operates on a 
nonpartisan basis. Directors do not receive any financial compensation for service 
on the Board; in fact, most all of our directors make financial contributions to the 
Foundation. It is a diverse Board, and includes the Director of the U.S. Fish and 
Wildlife Service, the Administrator of the National Oceanic and Atmospheric Ad- 
ministration, as well as corporate and philanthropic leaders with a tenacious com- 
mitment to fish and wildlife conservation. 

None of our federally appropriated funds are used for lobbying, litigation, or the 
Foundation’s administrative expenses. By implementing strategic real-world solu- 
tions with the private sector, while avoiding regulatory or advocacy activities, we 
serve as a model for developing cooperative solutions to environmental issues. We 
are confident that the money you appropriate to the Foundation is making a posi- 
tive difference. 


Prepared Statement of the National Potato Council 
Legislative / Government Affairs 

My name is Ed Schneider. I am a potato farmer from Pasco, Washington and cur- 
rent Vice President, Legislative/Government Affairs for the National Potato Council 
(NPC). On behalf of the NPC, we thank you for your attention to the needs of our 
potato growers. 

The NPC is the only trade association representing commercial growers in 50 
States. Our growers produce both seed potatoes and potatoes for consumption in a 
variety of forms. Annual production is estimated at 437,888,000 cwt. with a farm 
value of $3.2 billion. Total value is substantially increased through processing. The 
potato crop clearly has a positive impact on the U.S. economy. 

The potato is the most popular of all vegetables grown and consumed in the 
United States and one of the most popular in the world. Annual per capita con- 
sumption was 136.5 pounds in 2003, up from 104 pounds in 1962 and is increasing 
due to the advent of new products and heightened public awareness of the potato’s 
excellent nutritional value. Potatoes are considered a nutritious consumer com- 
modity and an integral, delicious component of the American diet. 

The NPC’s fiscal year 2008 appropriations priorities are as follows: 

Potato Research 

Cooperative State Research Education and Extension Service (CSREES) 

The NPC urges the Congress not to support the President’s fiscal year 2008 budg- 
et request to eliminate the CSREES Special Grant Programs. This program sup- 
ports and fine tunes important university research work that helps our growers re- 
main competitive in today’s domestic and world marketplace. 

The NPC supports an appropriation of $1,800,000 for the Special Potato Grant 
program for fiscal year 2008. The Congress appropriated $1,482,000 in fiscal year 
2006 and recommended the same amount in fiscal year 2007. This has been a highly 
successful program and the number of funding requests from various potato-pro- 
ducing regions is increasing. 

— The NPC also urges that the Congress include Committee report language as 
follows: “Potato research. — The Committee expects the Department to ensure 
that funds provided to CSREES for potato research are utilized for varietal de- 
velopment testing. Further, these funds are to be awarded after review by the 
Potato Industry Working Group.” 

Agricultural Research Service (ARS) 

The NPC urges that the Congress not support the Administration’s fiscal year 
2008 budget request to rescind Congressional increases for research projects. 

The Congress provided funds for a number of important ARS projects and, due 
to previous direction by the Congress, the ARS continues to work with the NPC on 
how overall research funds can best be utilized for grower priorities. 
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Foreign Market Development 

Market Access Program (MAP) 

The NPC also urges that the Congress maintain the spending level for the Market 
Access Program (MAP) at its authorized level of $200 million for fiscal year 2008 
as requested by the Administration. 

Foreign Agriculture Service (FAS) 

The NPC supports the President’s fiscal year 2008 budget request of $268 million 
for the USDA Foreign Agriculture Service (FAS). This level is necessary for the 
agency given the multitude of trade negotiations and discussions currently under- 
way. The Agency has had to absorb pay cost increases as well as higher operating 
costs for its overseas offices such as increased payments to the Department of State 
for services provided at overseas posts. Recent declines in the value of the dollar, 
coupled with overseas inflation and rising wage rates, have led to sharply higher 
operating costs that must be accommodated if FAS is to maintain its overseas pres- 
ence. 

Food Aid Programs 
McGovern-Dole 

The NPC supports the Administration’s fiscal year 2008 budget request of $100 
million for the McGovern-Dole International Food Aid Program. PVO’s have been in- 
cluding potato products in their applications for this program. 

Pest and Disease Management 

Animal and Plant Health Inspection Service (APHIS) 

Golden Nematode Quarantine. — The NPC supports an appropriation of $1,266,000 
for this quarantine which is what is believed to be necessary for USDA and the 
State of New York to assure official control of this pest. Failure to do so could ad- 
versely impact potato exports. 

Given the transfer of Agriculture Quarantine Inspection (AQI) personnel at U.S. 
ports to the Department of Homeland Security, it is important that certain USDA- 
APHIS programs be adequately funded to ensure progress on export petitions and 
protection of the U.S. potato growers from invasive and harmful pests and diseases. 
Even though DHS staffing has increased, agriculture priorities have not been ade- 
quately addressed. 

Pest Detection. — The NPC supports $45 million in fiscal year 2008, which is the 
Administration’s budget request. This increase is essential for the Plant Protection 
and Quarantine Service’s (PPQ) efforts against potato pests and diseases such as 
Ralstonia and the potato cyst nematode. 

Emerging Plant Pests. — $93 million was appropriated in fiscal year 2007. The 
President requests $124 million in fiscal year 2008 which the NPC supports. This 
budget request includes an increase of $4.5 million for potato cyst nematode regu- 
latory, control and survey activity. 

The NPC supports having the Congress once again include language to prohibit 
the issuance of a final rule that shifts the costs of pest and disease eradication and 
control to the States and cooperators. 

Trade Issues Resolution Management. — $12,457,000 appropriated in fiscal year 
2007and the President requests $15 million in fiscal year 2008. The NPC supports 
this increase ONLY if it is specifically earmarked for plant protection and quar- 
antine activities. These activities are of increased importance, yet none of these 
funds are used directly for plant protection activities. As new trade agreements are 
negotiated, the agency must have the necessary staff and technology to work on 
plant related import/export issues. The NPC also relies heavily on APHIS-PPQ re- 
sources to resolve phytosanitary trade barriers in a timely manner. 

Agricultural Statistics 

National Agricultural Statistics Service (NASS) 

The NPC supports sufficient funds and guiding language to assure that the potato 
objective yield and grade and size surveys are continued, as well as for vegetable 
pesticide use surveys, which provides valuable data to the EPA for use in registra- 
tion and re registration decisions for key chemical tools. 

Rural Development Grants 

Since potato growers do not receive direct payments, the 2002 Farm Bill provided 
for, among other things, grants to allow our growers to expand their business oppor- 
tunities. One program that has been used by our growers is the value-added grant 
program. The NPC would urge that the Farm Bill funding level for this program 
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be maintained. In addition, maintaining adequate farm labor is also important to 
our growers. The NPC urges that farm labor housing grants be maintained and not 
reduced. 


Prepared Statement of the National Rural Telecom Association 

SUMMARY OF TESTIMONY REQUESTS 

Project Involved 

Telecommunications lending programs administered by the Rural Utilities Service 
of the U.S. Department of Agriculture 

Actions Proposed 

Supporting loan levels for fiscal year 2008 in the amounts requested in the Presi- 
dent’s budget for 5 percent direct ($145 million) and cost-of-money ($250 million) 
and the associated subsidy, as required, to fund those programs at the requested 
levels. 

Supporting Sec. 306 guaranteed loans in the amount ($295 million) requested in 
the budget. 

Opposing the budget request that would cut direct loans for broadband facilities 
and Internet service access by 40 percent from the fiscal year 2006 enacted level 
of $500 million to $300 million. 

Supporting renewal of the pilot broadband grant program at enhanced levels and 
an allocation of a portion of the authorized levels for broadband loans at reduced 
interest rates to accelerate deployment of this technology in rural areas. 

Seeking language strengthening and improving the operation of the broadband 
loan program in the Committee Report accompanying the bill. 

Supporting continued funding, as requested in the President’s budget, in the 
amount of $25 million in grant authority designated for distance learning and med- 
ical link purposes. 

Mr. Chairman, Members of the Committee, my name is John F. O’Neal. I am 
General Counsel of the National Rural Telecom Association. 

NRTA is comprised of commercial telephone companies that borrow their capital 
needs from the Rural Utilities Service of the U.S. Department of Agriculture (RUS) 
to furnish and improve telephone service in rural areas. Over 700 of the Nation’s 
local, rural telephone systems borrow from RUS. About three-fourths of these are 
commercial telephone companies. RUS borrowers serve almost 6 million subscribers 
in 46 States and employ over 22,000 people. In accepting loan funds, borrowers as- 
sume an obligation under the act to serve the widest practical number of rural users 
within their service area. 

Program Background 

Rural telephone systems have an ongoing need for long-term, fixed rate capital 
at affordable interest rates. Since 1949, that capital has been provided through tele- 
communications lending programs administered by the Rural Utilities Service and 
its predecessor, the Rural Electrification Agency (REA). 

RUS loans are made exclusively for capital improvements and loan funds are seg- 
regated from borrower operating revenues. Loans are not made to fund operating 
revenues or profits of the borrower system. There is a proscription in the Act 
against loans duplicating existing facilities that provide adequate service and State 
authority to regulate telephone service is expressly preserved under the Rural Elec- 
trification Act. 

Rural telephone systems operate at a severe geographical handicap when com- 
pared with other telephone companies. While almost 6 million rural telephone sub- 
scribers receive telephone service from RUS borrower systems, they account for only 
4 percent of total U.S. subscribers. On the other hand, borrower service territories 
total almost 40 percent of the land area — nearly 12 million squares miles. RUS bor- 
rowers average about six subscribers per mile of telephone line and have an average 
of more than 1,000 route miles of lines in their systems. 

Because of low-density and the inherent high cost of serving these areas, Congress 
made long-term, fixed rate loans available at reasonable rates of interest to assure 
that rural telephone subscribers, the ultimate beneficiaries of these programs, have 
comparable telephone service with their urban counterparts at affordable subscriber 
rates. This principle is especially valid today as this administration endeavors to de- 
ploy broadband technology and as customers and regulators constantly demand im- 
proved and enhanced services. At the same time, the underlying statutory authority 
governing the current program has undergone significant change. In 1993, tele- 
communications lending was refocused toward facilities modernization. Much of the 
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subsidy cost has been eliminated from the program. The subsidy that remains has 
been targeted to the highest cost, lowest density systems in accordance with this 
administration’s stated objectives. 

We are proud to state once again for the record that there has never been a loan 
default by a rural telephone system. All of these loans have been repaid in accord- 
ance with their terms: almost $13 billion in principal and interest at the end of the 
last fiscal year. 

Need for RUS Telecommunications Lending Continues 

The need for rural telecommunications lending is great today, possibly even great- 
er than in the past. Technological advances make it imperative that rural telephone 
companies upgrade their systems to keep pace with improvements and provide the 
latest available technology to their subscribers. And 5 years ago, Congress estab- 
lished a national policy initiative mandating access to broadband for rural areas. 
But rapid technological changes and the inherently higher costs to serve rural areas 
have not abated, and targeted support remains essential. 

Competition among telephone systems and other technological platforms have in- 
creased pressures to shift more costs onto rural ratepayers. These led to increases 
in both interstate subscriber line charges and universal service surcharges on end 
users to recover the costs of interstate providers’ assessments to fund the Federal 
mechanisms. Pressures to recover more of the higher costs of rural service from 
rural customers to compete in urban markets continue to burden rural consumers. 
There is a growing funding crisis for the statutory safeguards adopted in 1996 to 
ensure that rates, services and network development in rural America will be rea- 
sonably comparable to urban telecommunications opportunities. 

Ongoing Congressional Mandates for Rural Telecommunications 

Considerable loan demand is being generated because of the mandates for en- 
hanced rural telecommunications standards contained in the authorizing legislation. 
We are, therefore, recommending the following loan levels for fiscal year 2008 and 
the appropriation of the associated subsidy costs, as required, to support these lev- 
els: 


5 percent Direct Loans 
Cost-of-Money Loans .. 

Guaranteed Loans 

Broadband Loans 


$145,000,000 

250.000. 000 

295.000. 000 

500.000. 000 


Total 


1,190,000,000 


These are the same levels for 5 percent direct, cost-of-money loans and guaran- 
teed loans, as requested in the President’s budget for fiscal year 2008 and the en- 
acted amount for broadband loans in the fiscal year 2006 appropriations act. The 
authorized levels of loans in each of these programs were substantially obligated in 
fiscal year 2006 and current estimates are that authorized program levels will be 
met in fiscal year 2007. 

We believe that the needs of this program balanced with the minimal cost to the 
taxpayer make the case for its continuation at the stated levels. 

The Broadband Loan Program 

The broadband loan program was funded in fiscal year 2006 at $500 million. Very 
little subsidy cost is associated with this program since most of the loans are made 
at the government’s cost-of-money. Despite that, the President’s budget recommends 
reducing the loan levels for fiscal year 2008 by 40 percent to $300 million. We are 
opposed to that reduced level and recommend to the committee that the fiscal year 
2008 appropriations bill continue to fund the program at enacted levels. The de- 
mand for this program is still quite strong and if the Congress’ stated objective of 
deploying this technology to all rural areas of this country is to be met, the $500 
million funding level should be maintained. 

Renewal of Pilot Broadband Grants and Allocating Funds for Reduced Interest Rate 
Loans 

Many of these un-served areas are in high cost, sparsely populated regions of the 
country making the feasibility of loans problematic. To facilitate the deployment of 
this technology to those areas, the Committee should consider reinstating the Pilot 
Broadband Grant program initiated by Congress in previous appropriations acts. We 
believe that supplementing loan funds with grant funds would make many of the 
projects feasible where they would not be otherwise. In fact, the government’s secu- 
rity interest in the loan would be enhanced. If the Committee concurs in reinstating 
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the pilot grant program as a national priority, we believe it should be at enhanced 
levels to achieve the Committee’s goals consistent with budgetary constraints. 

We also believe that if a portion of the loan funds provided by Congress for fiscal 
year 2008 were made available at reduced interest rates many additional areas 
could be served as well. Currently, all broadband loans are made at the govern- 
ment’s cost-of-money. However, both the 2002 Farm bill that authorized the 
broadband loan program as well as the President’s fiscal year 2006 Budget envi- 
sioned reduced rate loans to accelerate deployment of this technology. Reduced rate 
loans could be made concurrently with cost-of-money loans producing a blended in- 
terest rate to achieve the desired loan feasibility. The agency has successfully ac- 
complished this in the past. 

Discretion could be left with the agency to allocate loan and grant funds according 
to program needs and the feasibility of specific applications. 

Improving Program Implementation Through Committee Report Language 

Distinct improvements can be made to the broadband loan program by providing 
the Rural Utilities Service (RUS) broader access to the legal expertise of the Depart- 
ment’s Office of General Counsel (OGC). Over the years, due to cost and other con- 
siderations, the agency’s access to counsel has been severely curtailed. This has re- 
sulted in an uneven application of the act’s requirements in the loan approval proc- 
ess permitting unbridled agency discretion in administering the program. For exam- 
ple, in administering the broadband loan program enacted as Title VI of the Rural 
Electrification Act of 1936, as an amendment thereto, the agency has largely ignored 
the fundamental requirements and prohibitions of Title II of the act that originally 
authorized the telephone loan program as if they simply do not apply to the 
broadband loan program. First and foremost of the prohibitions is the principle con- 
tained in Title II that loans should not be made in areas that would result in a du- 
plication of facilities. 

Another example is that the agency is amending loan contract terms and pub- 
lishing written policy standards without meeting the requirements of Title II that 
prohibits RUS from denying loans or taking adverse actions against applicants or 
borrowers for any reason not based upon a rule adopted in an informal rulemaking 
proceeding. Neither can applicants be required to increase their ratio of net income 
or margins before interest to obtain a loan nor can loans be rescinded without the 
consent of the borrower. In administering the broadband program the agency has 
not established a consistent definition of “broadband”. The agency employs one 
standard for approving a loan and another for determining whether an area is “un- 
derserved”. There should be a consistent definition for both to avoid duplicative 
service. 

Better access to the advice and counsel of OGC could eliminate many of these 
issues and assure Congress and the public that the program is being administered 
in accordance with the act’s requirements. This could be accomplished through lan- 
guage in the Committee Report requiring that OGC make available additional legal 
resources to the agency. 

Grants for Medical Link and Distance Learning Purposes 

We support the continuation in fiscal year 2008 of the $25 million in grant au- 
thority provided in the President’s budget for medical link and distance learning 
purposes and the decision to not request additional loan funds for these programs. 
The purpose of these grants is to accelerate deployment of medical link and distance 
learning technologies in rural areas through the use of telecommunications, com- 
puter networks, and related advanced technologies by students, teachers, medical 
professionals, and rural residents. We agree with the conclusion in the budget that 
these projects are more feasible when provided through grants to eligible recipients 
rather than loans. 

Conclusion 

Thank you for the opportunity to present the association’s views concerning this 
vital program. The telecommunications lending programs of RUS continue to work 
effectively and accomplish the objectives established by Congress at a minimal cost 
to the taxpayer. They serve to assure that America’s rural inhabitants will never 
become second-class citizens in this modern information age of telecommunications 
technology. 


Prepared Statement of the National Turfgrass Federation, Inc. 

Mr. Chairman and Members of the Subcommittee, on behalf of the National 
Turfgrass Federation (NTF), I appreciate the opportunity to present to you the 
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turfgrass industry’s need and justification for continuation of the $490,000 appro- 
priated in the fiscal year 2007 budget for turfgrass research within the Agricultural 
Research Service (ARS) at Beltsville, MD. Secondly, we ask that the committee sup- 
port the $1,880,000 request for Drought Mitigation, either by supporting the Presi- 
dent’s budget request (we are unsure at this time if this funding was included in 
fiscal year 2008) or via a Congressional earmark. This funding will be used by ARS 
to conduct turfgrass water conservation and salinity research at Phoenix, AZ and 
Riverside, CA. Thirdly, we ask for your support of $450,000 in separate continuing 
funding for ongoing research programs in Beaver, WV, and $450,000 for Logan, UT. 
Finally, we request water quality research scientists at ARS stations in University 
Park, PA, ($450,000) and Madison, WI ($450,000). All funding provided by the Com- 
mittee is requested to go directly to USDA-ARS, not the industry per se. 

Restoration of Funding for the Existing ARS Scientist Position and Related Support 
Activities at Beltsville, MD ($490,000) 

NTF and the turfgrass industry are requesting the Subcommittee’s support for 
$490,000 to continue funding for the full-time scientist staff position within the 
USDA, ARS at Beltsville, MD, focusing on turfgrass research, that was provided by 
the Committee in the fiscal year 2007 budget, and in the five previous budget cycles. 
We consider this funding our Congressional ‘baseline’, i.e. that funding which is cen- 
tral to and critical for the mission of the National Turfgrass Research Initiative. We 
are very grateful for this support and hope the Committee will continue this fund- 
ing. 

Turfgrass is a 50,000,000 acre, $40 billion per year industry in the United States, 
that is growing exponentially each year. Turfgrass provides multiple benefits to soci- 
ety including child safety on athletic fields, environmental protection of ground- 
water, reduction of silt and other contaminants in runoff, and green space in home 
lawns, parks and golf courses. Therefore, by cooperating with NTF, USDA has a 
unique opportunity to take positive action in support of the turfgrass industry. 
While the vast majority of the USDA’s funds have been and will continue to be di- 
rected toward traditional “food and fiber” segments of U.S. agriculture, it is impor- 
tant to note that turfgrasses (e.g., sod production) are defined as agriculture in the 
Farm Bill and by many other departments and agencies. It should also be noted 
that the turfgrass industry is the fastest growing segment of U.S. agriculture, while 
it receives essentially no federal support. There are no subsidy programs for 
turfgrass, nor are any desired. 

For the past 70 years, the USDA’s support for the turfgrass industry has been 
modest at best. The turfgrass industry’s rapid growth, importance to our urban en- 
vironments, and impact on our daily lives warrant more commitment and support 
from USDA. 

A new turfgrass research scientist position within USDA/ARS was created by 
Congress in the fiscal year 2001 budget. Additional funding was added in fiscal year 
2002 with the total at $490,000. A research scientist was hired, and is now working 
at the ARS, Beltsville, MD center. A research plan was developed and approved by 
ARS. This scientist has used the funding for a full-time technician, equipment and 
supplies to initiate the research plan and for collaborative research with univer- 
sities. We have an excellent scientist in place, and he is making good progress in 
establishing a solid program. At this point, losing the funding for the position would 
be devastating to the turf industry, as significant research has begun. 

Support the President’s Budget Request for Drought Mitigation I Request a Congres- 
sional Earmark ($1,880,000) 

The turfgrass industry is excited that for the first time, the President’s fiscal year 
2007 budget contained funding for turfgrass research witbin ARS. Because the fiscal 
year 2007 was not passed before the President submitted his fiscal year 2008 re- 
quest, we are unsure if this funding in the fiscal year 2008 President’s budget. 
Therefore, if included in the fiscal year 2008 President’s budget, we request support 
of this important drought mitigation research. If not included in the President’s fis- 
cal year 2008 budget, we request that this funding be supported and included by 
Congress as new projects. This funding will be used to hire scientists in two very 
important locations, Riverside, CA and Maricopa, AZ, focusing on water conserva- 
tion, wastewater reuse and salinity research. These issues are the most critical re- 
search needs for the survival of tbe turf industry. Following is a brief description 
of the research that ARS will conduct with this funding: 

ARS will: 

Develop Technology and Management Systems to Use Non-Potable Water to Re- 
duce Agriculture’s Vulnerability to Drought ($1,880,000 total). In the process, ARS 
will develop systems to safely reuse wastewater and low-quality water as a means 
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of irrigating agricultural, horticultural and turf-based enterprises in an environ- 
mentally and economically sustainable manner. 

As noted in USDA’s Explanatory Notes accompanying the fiscal year 2007 budget 
request, this funding will be directed to the following two critical locations: 

Maricopa, AZ, ($940,000). — The U.S. Water Conservation Lab in Maricopa will de- 
termine the on-site impacts and movement in the air, soil, plant, and ground water 
of biological and chemical substances contained in treated and untreated waste 
water used for irrigation of turfgrass. They will also develop irrigation technologies 
and management systems to mitigate the impact of elevated levels of these com- 
pounds and nutrients when wastewater is used in the production of turf and spe- 
cialty crops. 

Riverside, CA, ($940,000). — This research will be conducted at the world-renowned 
U.S. Salinity Lab. The Riverside lab will focus on the development of new irrigation 
technologies and systems to either mitigate or manage the effect of saline irrigation 
on the production of turf and specialty crops. 

Request Funding of Ongoing Programs and two ARS Scientist Positions at two ARS 
Installations @ $450,000 Each (Total: $900,000) 

The turfgrass industry also requests that the Subcommittee appropriate an addi- 
tional $900,000 for funding first allocated in fiscal year 2005, and continued in fiscal 
year 2006 and fiscal year 2007 bills. As a part of the National Turfgrass Research 
Initiative, the research conducted at Logan, UT and Beaver, WV is vital to the turf 
industry. We are asking for $450,000 at each location. Following is a brief descrip- 
tion of the research that ARS will conduct with this funding: 

Beaver, WV, ($450,000). — The lab at Beaver has significant expertise in soils and 
by-products research. They have excellent staff and facilities already in place. For 
the turfgrass industry, they are working on improving soil conditions and manage- 
ment systems to make athletic fields softer and with improved turf cover, thereby 
increasing safety. They also are considering the use of local by-products to develop 
improved soil systems for parks, lawns, athletic fields and golf courses. Besides 
being vital to the turf industry, tbis research is very important to the regional econ- 
omy and many industrial concerns. 

Logan, UT, ($450,000). — Logan, UT is an ideal location for research on drought 
tolerant grasses and how they function. The Logan lab is world renowned for its ef- 
forts in collecting and improving grasses and other native plants for forage and 
range purposes. With the funding that was initiated in fiscal year 2005, they have 
directed additional efforts research on breeding and genetics of turfgrass, with em- 
phasis on identifying plant material with superior drought and salt tolerance. Re- 
ducing water use, through more drought tolerant plant material, is the number one 
priority of the turfgrass industry. This research needs to be continued and expanded 
because of the excellent ongoing research as well as the potential for the future. 

Request new Funding of new Research on Water Quality Improvement at two ARS 
Installations @ $450,000 Each (Total: $900,000) 

Finally, the turfgrass industry requests funding for water quality improvement re- 
search at University Park, PA and Madison, WI; $450,000 for each location. Water 
quality improvement is very important to the turf industry. There is much specula- 
tion that fertilizers and pesticides applied to turf areas contribute to the contamina- 
tion of streams, waterways and groundwater. Very little research has been con- 
ducted to date that proves or disproves this phenomenon. Therefore, answers are 
needed to make good production, management and regulatory decisions. In addition, 
the turf industry is concerned about our natural environment and wants to protect 
it. Therefore, research data is needed to understand the scope of the problem, as 
well as to develop practical solutions. To address the areas with the most critical 
needs, we propose funding for research at the following two locations: 

University Park, PA, ($450,000) -According to the EPA, runoff and groundwater 
contamination in the Chesapeake Bay Watershed is one of the critical contributors 
to the decline of Bay water quality. Although many industries have been implicated, 
fertilizer applications to lawns and golf courses are routinely mentioned as signifi- 
cant factors in this decline. Research to address this issue is virtually non-existent, 
yet is critical to the success of the turf industry in the Mid-Atlantic, as well as New 
England. The ARS lab at University Park is already researching these issues relat- 
ing to pasture and forage. Therefore, they are uniquely positioned and they have 
expertise and facilities in place. We request that funding be allocated to hire a sci- 
entist dedicated to turf research. 

Madison, WI, ($450,000). — The other area of the United States with significant 
water quality concerns is the Upper Midwest. Phosphorus contamination in the re- 
gion is the most pressing problem, with other nutrients also of concern. Several 
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states, including Minnesota and Wisconsin, have either already instituted turf fer- 
tilizer regulations or are considering them. ARS has facilities at Madison and 
Marshfield, WI, which have initiated research on dairy manure contamination and 
disposal. This is an excellent location to address the turf-related water quality 
issues in that region, issues that demand solutions to ensure the survival of the turf 
industry. 


THE NATIONAL TURFGEASS RESEARCH INITIATIVE 

This Initiative has been developed by USDA/ARS in partnership with the 
turfgrass industry. The USDA needs to initiate and maintain ongoing research on 
turfgrass development and improvement for the following reasons: 

— The value of the turfgrass industry in the United States is $40 billion annually. 
There are an estimated 50,000,000 acres of turfgrass in the U.S. Turfgrass is 
the number one or two agricultural crop in value and acreage in many states 
(e.g., MD, PA, FL, NJ, NC). 

— As our society becomes more urbanized, the acreage of turfgrass will increase 
significantly. In addition, state and local municipalities are requiring the reduc- 
tion of water, pesticides and fertilizers on turfgrass. However, demand on rec- 
reational facilities will increase while these facilities will still be required to 
provide safe turfgrass surfaces. 

— Currently, the industry itself spends about $10 million annually on applied and 
proprietary turfgrass research. However, private and university research pro- 
grams do not have the time nor the resources to conduct basic research and to 
identify completely new sources of beneficial genes for stress tolerance. ARS 
turfgrass scientists will enhance the ongoing research currently underway in 
the public and private sectors. Because of its mission to conduct the nation’s re- 
search for agricultural commodities, ARS is the proper delivery system for this 
research. 

— Water management is a key component of healthy turf and has direct impact 
on nutrient and pesticide losses into the environment. Increasing demands and 
competition for potable water make it necessary to use water more efficiently. 
Also, drought situations in many regions have limited the water available and, 
therefore, have severely impacted the turf industry as well as homeowners and 
young athletes. Therefore, new and improved technologies are needed to mon- 
itor turf stresses and to schedule irrigation to achieve the desired quality. Tech- 
nologies are also needed to more efficiently and uniformly irrigate turfgrasses. 
Drought tolerant grasses need to be developed. In addition, to increase water 
available for irrigation, waste water (treated and untreated) must be utilized. 
Some of these waste waters contain contaminants such as pathogens, heavy 
metals, and organic compounds. The movement and accumulation of these con- 
taminants in the environment must be determined. 

— USDA conducted significant turfgrass research from 1920-1988. However, since 
1988, no full-time scientist has been employed by USDA, Agricultural Research 
Service (ARS) to conduct turfgrass research specifically, until the recently ap- 
propriated funds became available. 

ARS and the turfgrass industry enjoy a special, collaborative relationship, and 
have even entered into a cooperative Memorandum of Understanding (MOU). 
The turfgrass industry has met on numerous occasions with USDA/ARS officials 
to discuss the new turfgrass scientist positions, necessary facilities, and future 
research opportunities. In January 2002, ARS held a customer workshop to gain 
valuable input from turfgrass researchers, golf course superintendents, sod pro- 
ducers, lawn care operators, athletic field managers and others on the research 
needs of the turfgrass industry. As a result of the workshop, ARS and the 
turfgrass industry have developed the National Turfgrass Research Initiative. 
The highlights of this strategy are as follows: 

ARS, as the lead agency at USDA for this initiative, has graciously devoted a 
significant amount of time to the effort. Like the industry, ARS is in this re- 
search endeavor for the long-term. To ARS’ credit, the agency has committed 
staff, planning and technical resources to this effort. Last year was the first 
time ARS has been able to include some funding in the President’s budget for 
the Turfgrass Research Initiative. However, there are so many issues and 
needs, that the industry is desperate for answers. Thus, to address the critical 
research needs, the industry is left with no alternative but to come directly 
to Congress for assistance through the appropriations process. 

The role and leadership of the federal government and USDA in this research 
are justifiable and grounded in solid public policy rationale. ARS is poised 
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and prepared to work with the turfgrass industry in this major research ini- 
tiative. However, ARS needs additional resources to undertake this mission. 

The turfgrass industry is very excited about this new proposal and whole- 
heartedly supports the efforts of ARS. Since the customers at the workshop 
identified turfgrass genetics/germplasm and water quality/use as their top 
priority areas for ARS research, for fiscal year 2008, the turfgrass industry 
requests that the six positions above be established within USDA/ARS. 

For this research we propose an ARS-University partnership, with funding allo- 
cated to ARS for in-house research as well as in cooperation with university part- 
ners. For each of the individual scientist positions, we are requesting $300,000 for 
each ARS scientist position with an additional $150,000 attached to each position 
to be distributed to university partners, for a total of $450,000 per position. We are 
also asking that the funding be directed to ARS and then distributed by ARS to 
those university partners selected by ARS and industry representatives. 

In addition, the Committee should be receiving Senators’ requests for funding of 
each of the positions described above. We appreciate your strong consideration of 
each individual member request for the turfgrass research position in his or her re- 
spective state. 

In conclusion, on behalf of the National Turfgrass Federation and the turfgrass 
industry across America, I respectfully request that the Subcommittee continue in 
fiscal year 2008 the funding appropriated in fiscal year 2007 for Beltsville, MD, 
($490,000) within the Agricultural Research Service. I also request that the com- 
mittee support the President’s budget request (or new funding) of $1,880,000 for 
Drought Mitigation. Third, I request the Subcommittee’s support of ongoing re- 
search programs at Beaver, WV and Logan, UT @ $450,000 each. Finally, I request 
that the Subcommittee appropriate an additional $900,000 for two new water qual- 
ity research positions, at University Park, PA and Madison, WI, with $450,000 pro- 
vided for each location. 


Prepared Statement of the New Mexico Interstate Stream Commission 

summary 

This Statement is submitted in support of appropriations for the U.S. Department 
of Agriculture’s Environmental Quality Incentives Program (EQIP) and the Colorado 
River Basin Salinity Control Program. Prior to the enactment of the Farm Security 
and Rural Investment Act (FSRIA) in 2002, the salinity control program had not 
been funded at the level necessary to control salinity with respect to water quality 
standards since the enactment of the Federal Agriculture Improvement and Reform 
Act (FAIRA) of 1996. Inadequate funding of the salinity control program also nega- 
tively impacts the quality of water delivered to Mexico pursuant to Minute 242 of 
the International Boundary and Water Commission. Adequate funding for EQIP, 
from which the U.S. Department of Agriculture (USDA) funds the salinity program, 
is needed to implement salinity control measures. The President’s budget for fiscal 
year 2008 requests an appropriation of $1 billion for EQIP. I urge the Subcommittee 
to support an appropriation of at least $1 billion to be appropriated for EQIP. I re- 
quest that the Subcommittee designate 2.5 percent, but no less than $20 million, 
of the EQIP appropriation for the Colorado River Basin salinity control program. I 
request that adequate funds be appropriated for technical assistance and education 
activities directed to salinity control program participants. 

statement 

The seven Colorado River Basin States, in response to the salinity issues ad- 
dressed by Clean Water Act of 1972, formed the Colorado River Basin Salinity Con- 
trol Forum (Forum). Comprised of gubernatorial appointees from the seven Basin 
States, the Forum was created to provide for interstate cooperation in response to 
the Clean Water Act, and to provide the States with information to comply with Sec- 
tions 303(a) and (b) of the Act. The Forum has become the primary means for the 
seven Basin States to coordinate with federal agencies and Congress to support the 
implementation of the Salinity control program. 

Congress authorized the Colorado River Basin salinity control program in the Col- 
orado River Basin Salinity Control Act of 1974. Congress amended the Act in 1984 
to give new responsibilities to the USDA. While retaining the Department of the In- 
terior as the lead coordinator for the salinity control program, the amended Act rec- 
ognized the importance of the USDA operating under its authorities to meet the ob- 
jectives of the salinity control program. Many of the most cost-effective projects un- 
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dertaken by the salinity control program to date have occurred since implementa- 
tion of the USDA’s authorization for the program. 

Bureau of Reclamation studies show that quantified damages from the Colorado 
River to United States water users are about $330,000,000 per year. Unquantified 
damages are significantly greater. Damages are estimated at $75,000,000 per year 
for every additional increase of 30 milligrams per liter in salinity of the Colorado 
River. It is essential to the cost-effectiveness of the salinity control program that 
USDA salinity control projects be funded for timely implementation to protect the 
quality of Colorado River Basin water delivered to the Lower Basin States and Mex- 
ico. 

Congress concluded, with the enactment FAIRA in 1996, that the salinity control 
program could be most effectively implemented as a component of EQIP. However, 
until 2004, the salinity control program since the enactment of FAIRA was not fund- 
ed at an adequate level to protect the Basin State-adopted and Environmental Pro- 
tection Agency approved water quality standards for salinity in the Colorado River. 
Appropriations for EQIP prior to 2004 were insufficient to adequately control salin- 
ity impacts from water delivered to the downstream States, and hampered the re- 
quired quality of water delivered to Mexico pursuant to Minute No. 242 of the Inter- 
national Boundary and Water Commission, United States and Mexico. 

EQIP subsumed the salinity control program without giving adequate recognition 
to the responsibilities of the USDA to implement salinity control measures per Sec- 
tion 202(c) of the Colorado River Basin Salinity Control Act. The EQIP evaluation 
and project ranking criteria target small watershed improvements which do not rec- 
ognize that water users hundreds of miles downstream are significant beneficiaries 
of the salinity control program. Proposals for EQIP funding are ranked in the States 
of Utah, Wyoming and Colorado under the direction of the respective State Con- 
servationists without consideration of those downstream, particularly out-of-State, 
benefits. 

Following recommendations of the Basin States to address the funding problem, 
the USDA’s Natural Resources Conservation Service (NRCS) designated the Colo- 
rado River Basin an “area of special interest” including earmarked funds for the sa- 
linity control program. The NRCS concluded that the salinity control program is dif- 
ferent from the small watershed approach of EQIP. The watershed for the salinity 
control program stretches almost 1,200 miles from the headwaters of the river 
through the salt-laden soils of the Upper Basin to the river’s termination at the Gulf 
of California in Mexico. NRCS is to be commended for its efforts to comply with the 
USDA’s responsibilities under the Colorado River Basin Salinity Control Act, as 
amended. Irrigated agriculture in the Upper Basin realizes significant local benefits 
of improved irrigation practices, and agricultural producers have succeeded in sub- 
mitting cost-effective proposals to NRCS. 

Years of inadequate Federal funding for EQIP since the 1996 enactment of FAIRA 
and prior to 2004 resulted in the Forum finding that the salinity control program 
needs acceleration to maintain the water quality criteria of the Colorado River 
Water Quality Standards for Salinity. Since the enactment of FSRIA in 2002, an 
opportunity to adequately fund the salinity control program now exists. The Presi- 
dent’s budget request of $1 billion accomplishes the needed acceleration of the 
NRCS salinity control program if the USDA continues its practice of designating 2.5 
percent of the EQIP funds appropriated. The requested funding of 2.5 percent, but 
no less than $20 million, of the EQIP funding will continue to be needed each year 
for at least the next few fiscal years. 

State and local cost-sharing is triggered by and indexed to the federal appropria- 
tion. Federal funding for the NRCS salinity control program of about $19.5 million 
for fiscal year 2007 has generated about $15.8 million in cost-sharing from the Colo- 
rado River Basin States and agricultural producers, or about an 80 percent match 
of the federal funds appropriated for the fiscal year. 

USDA salinity control projects have proven to be a most cost-effective component 
of the salinity control program. USDA has indicated that a more adequately funded 
EQIP program would result in more funds being allocated to the salinity program. 
The Basin States have cost-sharing dollars available to participate in on-farm salin- 
ity control efforts. The agricultural producers in the Upper Basin are willing to cost- 
share their portion and are awaiting funding for their applications to be considered. 

The Basin States expend 40 percent of the State funds allocated for the program 
for essential NRCS technical assistance and education activities. Previously, the 
Federal part of the salinity control program funded through EQIP failed to ade- 
quately fund NRCS for these activities, which has been shown to be a severe im- 
pediment to accomplishing successful implementation of the salinity control pro- 
gram. Recent acknowledgement by the Administration that technical assistance and 
education activities must be better funded has encouraged the Basin States and 
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local producers that cost-share with the EQIP funding for implementation of the es- 
sential salinity control work. I request that adequate funds be appropriated to 
NRCS technical assistance and education activities directed to the salinity control 
program participants (producers). 

I urge the Congress to appropriate at least $1 billion in fiscal year 2008 for EQIP. 
Also, I request that Congress designate 2.5 percent, but no less than $20 million, 
of the EQIP appropriation for the Colorado River Basin salinity control program. 


Prepared Statement of the Organization for the Promotion and 
Advancement of Small Telecommunications Companies 


SUMMARY OF REQUEST 

The Organization for the Promotion and Advancement of Small Telecommuni- 
cations Companies (OPASTCO) seeks the Subcommittee’s support for fiscal year 
2008 loan levels for the telecommunications loans program administered by the 
Rural Utilities Service (RUS) in the following amounts: 


5 percent hardship loans 

Treasury rate loans 

Guaranteed loans 


$145 million 
250 million 
300 million 


In addition, OPASTCO requests that the distance learning, telemedicine, and 
broadband program be funded at sufficient levels. 

OPASTCO is a national trade association of approximately 550 small tele- 
communications carriers serving primarily rural areas of the United States. Its 
members, which include both commercial companies and cooperatives, together 
serve over 3.5 million customers in 47 States. 

Perhaps at no time since the inception of the RUS (formerly the REA) has the 
telecommunications loans program been so vital to the future of rural America. The 
telecommunications industry is at a crossroads, both in terms of technology and 
public policy. Rapid advances in telecommunications technology in recent years are 
delivering on the promise of a new “information age.” Both Federal and state policy- 
makers have made ubiquitous availability of advanced communications services a 
top priority. However, without continued support of RUS’s telecommunications loans 
program, rural telecommunications companies will be hard pressed to continue de- 
ploying the infrastructure necessary to achieve policymakers’ objectives. 

Contrary to the belief of some critics, RUS’s job is not finished. Actually, in a 
sense, it has just begun. We have entered a time when advanced services and tech- 
nology — such as fiber-to-the-home, high-speed packet and digital switching equip- 
ment, and digital subscriber line technology — are expected by customers in all areas 
of the country, both urban and rural. Moreover, the ability of consumers to use in- 
creasingly popular Voice over Internet Protocol (VoIP) services requires that they 
first have a broadband connection from a facilities-based carrier. Unfortunately, the 
inherently higher costs of upgrading the rural wireline network, both for voice and 
data communications, has not abated. 

Rural telecommunications continues to be more capital intensive and involves 
fewer paying customers per square mile than its urban counterpart. In the Federal 
Communication Commission’s September 2004 report on the deployment of ad- 
vanced telecommunications capability, the Commission correctly noted that “[rlural 
areas are typically characterized by sparse and disperse populations, great distances 
between the customer and the service provider, and difficult terrain. These factors 
present a unique set of difficulties for providers attempting to deploy broadband 
services.” More recently, the FCC’s January 2007 release of statistics on high-speed 
connections in the United States illustrated that low population density has an in- 
verse association with reports that high-speed subscribers are present in an area. 
Thus, in order for rural telecommunications companies to continue modernizing 
their networks and providing consumers with advanced services at reasonable rates, 
they must have access to reliable low-cost financing. 

The relative isolation of rural areas increases the value of telecommunications for 
these citizens. Telecommunications enables applications such as high-speed Internet 
connectivity, distance learning, and telemedicine that can alleviate or eliminate 
some rural disadvantages. A modern telecommunications infrastructure can also 
make rural areas attractive for some businesses which results in revitalization of 
the rural economy. For example, businesses such as telemarketing and tourism can 
thrive in rural areas, and telecommuting can become a realistic employment option. 
Certainly, telecommunications plays a major role in any rural community’s economic 
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development strategy, with the existence of modern and advanced telecommuni- 
cations infrastructure being a major enabling factor in the development of small 
business and manufacturing enterprises in rural areas. 

While it has been said many times before, it bears repeating that RUS’s tele- 
communications loans program is not a grant program. The funds loaned by RUS 
are used to leverage substantial private capital, creating public/private partner- 
ships. For a very small cost, the government is encouraging tremendous amounts 
of private investment in rural telecommunications infrastructure. Most importantly, 
the program is tremendously successful. Borrowers actually build the infrastructure 
and the government is reimbursed with interest. 

In addition to RUS’s telecommunications loans program, OPASTCO supports ade- 
quate funding of the distance learning, telemedicine, and broadband program. 
Through distance learning, rural students gain access to advanced classes which 
will help them prepare for college and jobs of the future. Telemedicine provides 
rural residents with access to quality health care services without traveling great 
distances to urban hospitals. Furthermore, funding that is targeted to finance the 
installation of broadband transmission capacity will allow more rural communities 
to gain high-speed access to the Internet and receive other advanced services. In 
light of the Telecommunications Act’s purpose of encouraging deployment of ad- 
vanced technologies and services to all Americans — including schools and health 
care providers — sufficient targeted funding for these purposes is essential in fiscal 
year 2008. 


CONCLUSION 

The transformation of the nationwide telecommunications network into an infor- 
mation superhighway, as envisioned by policymakers, will help rural America sur- 
vive and prosper in any market — whether local, regional, national, or global. How- 
ever, without the availability of low-cost RUS funds, building the information super- 
highway in communities that are isolated and thinly populated will be untenable. 
By supporting the RUS telecommunications programs at the requested levels, the 
Subcommittee will be making a significant contribution to the future of rural Amer- 
ica. 


Prepared Statement of Pickle Packers International, Inc. 

The pickled vegetable industry strongly supports and encourages your committee 
in its work of maintaining and guiding the Agricultural Research Service. To accom- 
plish the goal of improved health and quality of life for the American people, the 
health action agencies of this country continue to encourage increased consumption 
of fruits and vegetables in our diets. Accumulating evidence from the epidemiology 
and biochemistry of heart disease, cancer and diabetes supports this policy. Vita- 
mins (particularly A, C, and folic acid) and a variety of antioxidant phytochemicals 
in plant foods are thought to be the basis for correlation’s between high fruit and 
vegetable consumption and reduced incidence of these debilitating and deadly dis- 
eases. The problem is that many Americans choose not to consume the variety and 
quantities of fruits and vegetables that are needed for better health. 

As an association representing processors that produce over 85 percent of the ton- 
nage of pickled vegetables in North America, it is our goal to produce new products 
that increase the competitiveness of U.S. agriculture as well as meet the demands 
of an increasingly diverse U.S. population. The profit margins of growers continue 
to be narrowed by foreign competition. Likewise, the people of this country rep- 
resent an ever-broadening array of expectations, tastes and preferences derived from 
many cultural backgrounds. Everyone, however, faces the common dilemma that 
food costs should remain stable and preparation time continues to be squeezed by 
the other demands of life. This industry can grow by meeting these expectations and 
demands with reasonably priced products of good texture and flavor that are high 
in nutritional value, low in negative environmental impacts, and produced with as- 
sured safety from pathogenic microorganisms and from those who would use food 
as a vehicle for terror. With strong research to back us up, we believe our industry 
can make a greater contribution toward reducing product costs and improving 
human diets and health. 

Many small to medium sized growers and processing operations are involved in 
the pickled vegetable industry. We grow and process a group of vegetable crops, in- 
cluding cucumbers, peppers, carrots, onions, garlic, cauliflower, cabbage (Sauer- 
kraut) and Brussels sprouts, which are referred to as ‘minor’ crops. None of these 
crops is in any “commodity program” and as such, do not rely upon taxpayer sub- 
sidies. However, current farm value for just cucumbers, onions and garlic is $2.3 bil- 
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lion with an estimated processed value of $5.8 billion. These crops represent impor- 
tant sources of income to farmers, and the processing operations are important em- 
ployers in rural communities around the United States. Growers, processing plant 
employees and employees of suppliers to this industry reside in all 50 States. To 
realize its potential in the rapidly changing American economy, this industry will 
rely upon a growing stream of appropriately directed basic and applied research 
from four important research programs within the Agricultural Research Service. 

VEGETABLE CROPS RESEARCH LABORATORY, MADISON, WISCONSIN 

The USDA/ARS Vegetable Crops Research Lab at the University of Wisconsin is 
the only USDA research unit dedicated to the genetic improvement of cucumbers, 
carrots, onions and garlic. Three scientists in this unit account for approximately 
half of the total U.S. public breeding and genetics research on these crops. Their 
past efforts have yielded cucumber, carrot and onion cultivars and breeding stocks 
that are widely used by the U.S. vegetable industry (i.e., growers, processors, and 
seed companies). These varieties account for over half of the farm yield produced 
by these crops today. All U.S. seed companies rely upon this program for developing 
new varieties, because ARS programs seek to introduce economically important 
traits (e.g., virus and nematode resistance) not available in commercial varieties 
using long-term high risk research efforts. The U.S. vegetable seed industry devel- 
ops new varieties of cucumbers, carrots, onions, and garlic and over twenty other 
vegetables used by thousands of vegetable growers. The U.S. vegetable seed, grower, 
and processing industry, relies upon the USDA/ARS Vegetable Crops Research Lab 
for unique genetic stocks to improve varieties in the same way the U.S. health care 
and pharmaceutical industries depend on fundamental research from the National 
Institutes of Health. Their innovations meet long-term needs and bring innovations 
in these crops for the United States and export markets, for which the United 
States has successfully competed. Past accomplishments by this USDA group have 
been cornerstones for the U.S. vegetable industry that have resulted in increased 
profitability, and improved product nutrition and quality. 

Both consumers and the vegetable production and processing industry would like 
to see fewer pesticides applied to food and into the environment in a cost-effective 
manner. Scientists in this unit have developed a genetic resistance for many major 
vegetable diseases that are perhaps the most important threat to sustained produc- 
tion of a marketable crop for all vegetables. Genetic resistance assures sustainable 
crop production for growers and reduces pesticide residues in our food and environ- 
ment. Value of this genetic resistance developed by the vegetable crops unit is esti- 
mated at $670 million per year in increased crop production, not to mention envi- 
ronmental benefits due to reduction in pesticide use. New research in Madison has 
resulted in cucumbers with improved disease resistance, pickling quality and suit- 
ability for machine harvesting. New sources of genetic resistance to viral and fungal 
diseases, environmental stress resistance like heat and cold, and higher yield have 
recently been mapped on cucumber chromosomes to provide a ready tool for our seed 
industry to significantly accelerate the development of resistant cultivars for U.S. 
growers. Nematodes in the soil deform carrot roots to reduce yield from 10 percent 
to over 70 percent in major production areas. A new genetic resistance to nematode 
attack was found to almost completely protect the carrot crop from one major nema- 
tode. This group improved both consumer quality and processing quality of vegeta- 
bles with a resulting increase in production efficiency and consumer appeal. This 
product was founded on carrot germplasm developed in Madison, Wisconsin. Carrots 
provide approximately 30 percent of the U.S. dietary vitamin A. New carrots have 
been developed with tripled nutritional value, and nutrient-rich cucumbers have 
been developed with increased levels of provitamin A. Using new biotechnological 
methods, a system for rapidly and simply identifying seed production ability in on- 
ions has been developed that reduces the breeding process up to 6 years! A genetic 
map of onion flavor and nutrition will be used to develop onions that are more ap- 
pealing and healthy for consumers. 

There are still serious vegetable production problems which need attention. For 
example, losses of cucumbers, onions, and carrots in the field due to attack by 
pathogens and pests remains high, nutritional quality needs to be significantly im- 
proved and U.S. production value and export markets could certainly be enhanced. 
Genetic improvement of all the attributes of these valuable crops are at hand 
through the unique USDA lines and populations (i.e., germplasm) that are available 
and the new biotechnological methodologies that are being developed by the group. 
The achievement of these goals will involve the utilization of a wide range of biologi- 
cal diversity available in the germplasm collections for these crops. Classical plant 
breeding methods combined with bio-technological tools such as DNA marker-as- 
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sisted selection and genome maps of cucumber, carrot and onion will be the methods 
to implement these genetic improvements. With this, new high-value vegetable 
products based upon genetic improvements developed by our USDA laboratories can 
offer vegetable processors and growers expanded economic opportunities for United 
States and export markets. 

U.S. FOOD FERMENTATION LABORATORY, RALEIGH, NORTH CAROLINA 

The USDA/ARS Food Fermentation Laboratory in Raleigh, NC is the major public 
laboratory that this industry looks to as a source for new scientific information on 
the safety of our products and development of new processing technologies related 
to fermented and acidified vegetables. Over the years this laboratory has been a 
source for innovations, which have helped this industry remain competitive in the 
current global trade environment. We expect the research done in this laboratory 
to lead to new processing and product ideas that will increase the economic value 
of this industry and provide consumers with safe, high quality, healthful vegetable 
products. 

To maintain the current level of research we request that Congress restore the 
funding increases provided in the fiscal year 2004 ($270,000) and fiscal year 2005 
($100,000) budgets. It is very important that Congress restore the full $370,000 in 
the fiscal year 2008 budget, since the funds were not included in the budget sent 
to the Congress. 

We seek additional funding to support two new research initiatives for this lab- 
oratory that have substantial economic potential for our industry and health bene- 
fits for the American public. These are: (1) Preservation of a variety of high nutri- 
ent/high antioxidant vegetables using fermentation or acidification techniques so as 
to maintain the natural levels of beneficial phyotochemicals in convenient to use 
value-added products; (2) development of techniques to deliver living pro-biotic 
microorganisms to consumers in fermented or acidified vegetable products. 

Certain vitamins (Vitamin C, folic acid) and beneficial phytochemicals in vegeta- 
bles are stabilized by the low pH in acidified and fermented foods. In addition, low 
pH makes it possible to preserve vegetables with low heat or, ideally, no heat, which 
typically minimizes nutrient loss. While many high nutrient/high antioxidant vege- 
tables are pickled to a very limited extent, traditional processes include steps, such 
as preserving in very high salt or acid followed by washing out the excess salt or 
acid, that result in loss many of the health-promoting components that diet authori- 
ties emphasize when they urge people to increase their consumption of fruits and 
vegetables. The objective will be develop new low acid/low salt preservation tech- 
niques for broccoli, Brussel sprouts, sweet potato, cauliflower, and peppers that will 
provide high levels of vitamin C, folic acid, carotenoids, glucosinolates, and phenolic 
compounds to maximize the health benefits of these vegetables in products that are 
convenient and attractive to consumers. 

Most of what we hear about bacteria in foods concerns the pathogens that cause 
disease. However, lactic acid bacteria are intentionally grown in fermented foods be- 
cause they are needed to give foods like sauerkraut, yoghurt, cheeses, and fer- 
mented salami the characteristic flavors and textures that we desire. There is a 
growing body of research to indicate that certain living lactic acid bacteria are ‘pro- 
biotic’ and can improve human health by remaining in the intestinal tract after they 
are consumed. Fermented or acidified vegetables may be a good way to deliver such 
pro-biotic bacteria to consumers. The objective will be to identify pro-biotic lactic 
acid bacteria that can survive in high numbers in selected vegetable products and 
investigate the potential for using vegetables as healthful delivery vehicles for pro- 
biotic organisms. 

SUGAR BEET AND BEAN RESEARCH UNIT, EAST LANSING, MICHIGAN 

The USDA/ARS East Lansing, Michigan location has the only federally funded re- 
search program that is devoted to developing new and/or improved engineering tech- 
nologies and systems for assessing, retaining, and assuring postharvest quality, 
marketability, and wholesomeness of pickling cucumbers and other vegetable prod- 
ucts. The vegetable postharvest engineering research is one component of the 
postharvest engineering research program within the Sugar Beet and Bean Re- 
search Unit in East Lansing, Michigan. The postharvest engineering research pro- 
gram currently has a full-time research agricultural engineer whose research is pri- 
marily focused on tree fruits. Over the past few years, the location has developed 
a number of innovative engineering technologies for rapid, nondestructive measure- 
ment and inspection of postharvest quality of tree fruits and vegetables. One is a 
novel laser-based multi-spectral scattering technology for assessing the texture and 
flavor of fruits. The technology may be used for inspecting a variety of vegetable 
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crops including cucumbers. The location did the pioneering work in applying 
hyperspectral imaging technology for quality assessment of fruits and vegetable. It 
recently developed an advanced hyperspectral imaging system for automated detec- 
tion of quality/defect of pickling cucumbers. 

Currently the location’s cucumber postharvest engineering research is grossly 
under funded, and it has not been carried out at the full scope it would have been 
expected. Additional Federal funding for the location would enable the hiring of a 
full-time research agricultural engineer to focus on development of new and/or im- 
proved engineering technologies and equipment for postharvest handling of pickling 
vegetable products. Today, consumers have increasing choices of foods and they be- 
come more conscious of food quality and nutrition. An effective quality control and 
assurance system throughout the handling steps between harvest and retail is crit- 
ical for providing consistent, superior products to the marketplace. Methods cur- 
rently available for measuring and grading quality of cucumbers and other vegeta- 
bles are either ineffective or time consuming. New and/or improved technologies are 
needed to assess, inspect and grade fresh cucumbers rapidly and accurately for var- 
ious internal and external quality characteristics so that raw products can be di- 
rected to, or removed from, appropriate processing or marketing avenues. This will 
minimize postharvest losses of food that has already been produced and ensure high 
quality, consistent final product and end-user satisfaction. Research at East Lansing 
will lead to new inspection and grading technology that will help the pickling indus- 
try in delivering high-quality safe products to the marketplace. 

U.S. VEGETABLE LABORATORY, CHARLESTON, SOUTH CAROLINA 

The research program at the USDA/ARS Vegetable Laboratory in Charleston, 
South Carolina, addresses national problems in vegetable crop production and pro- 
tection with emphasis on the southeastern United States. This research program is 
internationally recognized for its accomplishments, which have resulted in develop- 
ment of over 150 new vegetable varieties and lines along with the development of 
many new and improved disease and pest management practices. This laboratory’s 
program currently addresses 14 vegetable crops including those in the cabbage, cu- 
cumber, and pepper families, which are of major importance to the pickling indus- 
try. The mission of the laboratory is to (a) develop disease and pest resistant vege- 
table crops and (b) develop new, reliable, environmentally sound disease and pest 
management programs that do not rely on conventional pesticides. 

Continued expansion of the Charleston program is crucial. Vegetable growers de- 
pend heavily on synthetic pesticides to control diseases and pests. Cancellation and/ 
or restrictions on the use of many effective pesticide compounds are having a consid- 
erable influence on the future of vegetable crop production. Without the use of cer- 
tain pesticides, growers will experience crop failures unless other effective, non-pes- 
ticide control methods are found quickly. The research on improved, more efficient 
and environmentally compatible vegetable production practices and genetically re- 
sistant varieties at the U.S. Vegetable Laboratory continues to be absolutely essen- 
tial. This gives U.S. growers the competitive edge they must have to sustain and 
keep this important industry and allow it to expand in the face of increasing foreign 
competition. Current cucumber varieties are highly susceptible to a new strain of 
the downy mildew pathogen; this new strain has caused considerable damage to 
commercial cucumber production in some South Atlantic and Midwestern states in 
2005 and 2006, and a new plant pathologist position needs to be established to ad- 
dress this critical situation. 

FUNDING NEEDS FOR THE FUTURE 

It remains critical that funding continues the forward momentum in pickled vege- 
table research that the United States now enjoys and to increase funding levels as 
warranted by planned expansion of research projects to maintain U.S. competitive- 
ness. We also understand that discretionary funds are now used to meet the rising 
fixed costs associated with each location. Additional funding is needed at the Wis- 
consin and South Carolina programs for genetic improvement of crops essential to 
the pickled vegetable industry, and at North Carolina and Michigan for development 
of environmentally-sensitive technologies for improved safety and value to the con- 
sumer of our products. The fermented and acidified vegetable industry is receptive 
to capital investment in order to remain competitive, but only if that investment is 
economically justified. The research needed to justify such capital investment in- 
volves both short term (6-24 months) and long term (2-10 years or longer) commit- 
ments. The diverse array of companies making up our industry assumes responsi- 
bility for short-term research, but the expense and risk are too great for individual 
companies to commit to the long-term research needed to insure future competitive- 
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ness. The pickled vegetable industry currently supports research efforts at Wis- 
consin and North Carolina and anticipates funding work at South Carolina and 
Michigan as scientists are put in place. Donations of supplies and processing equip- 
ment from processors and affiliated industries have continued for many years. 

U.S. Vegetable Laboratory, Charleston, South Carolina 
The newly constructed laboratory-office building at the U.S. Vegetable Laboratory 
was occupied in April 2003. Design of the accompanying greenhouse and head house 
using the funds appropriated for this purpose in fiscal year 2003 was completed in 
July 2004. In fiscal year 2004, construction of the head house component of this 
project was funded. The head house component of the project is now under construc- 
tion with an expected completion in late spring 2006. In fiscal year 2005, $2,976 
million was appropriated for construction of greenhouses. In fiscal year 2006, an ad- 
ditional $1,980 million was appropriated for construction of greenhouses, but $7,794 
million is still needed for the planned $12,750 million greenhouse complex. This new 
facility replaces and consolidates outmoded laboratory areas that were housed in 
1930s-era buildings and trailers. Completion of the total research complex will pro- 
vide for the effective continuation and expansion of the excellent vegetable crops re- 
search program that has been conducted by the Agricultural Research Service at 
Charleston for over 70 years. It is most critical to the mission of the U.S. Vegetable 
Laboratory that the fiscal year 2002, fiscal year 2003, and fiscal year 2004 appro- 
priated funds for expansion of the Charleston research staff is maintained in fiscal 
year 2008. In addition, new funds are needed to establish a plant pathology position 
to address cucumber diseases, especially the disease caused by a new strain of the 
downy mildew pathogen that has caused extensive damage to cucumber production 
in some South Atlantic and Midwestern states during the past 2 years. The plant 
pathologist is needed to characterize pathogen strains using molecular methodolo- 
gies and to develop new management approaches and resistant cucumber lines. This 
new plant pathologist position will greatly contribute to the accomplishment of re- 
search that will provide for the effective protection of cucumbers from disease with- 
out the use of conventional pesticides. This position will require a funding level of 
$450,000 for its establishment. 


Appropriations to restore 

Fiscal year 

Gross funds im- 
pacted 

Minor Use Pesticides (IR— 4) 

2002 

$5,398 

U.S. Vegetable Laboratory 

2003 

489,868 

U.S. Vegetable Laboratory 

2004 

266,260 



761,526 




New scientific staff needed 

Current status 

New funds 
needed 



$450,000 



450,000 




Food Fermentation Laboratory, Raleigh, North Carolina 

The current funding for the laboratory is $1,274,000. This includes the new funds 
provided in fiscal year 2004 ($270,000) and in fiscal year 2005 ($100,000) that are 
not in the fiscal year 2008 budget proposal that was sent to the Congress. We re- 
quest that the additional funding provided by the Congress in fiscal year 2004 and 
fiscal year 2005 be restored in the fiscal year 2008 budget. 

To carry out the new research initiatives to maximize retention of beneficial com- 
ponents in high nutrient/high antioxidant vegetables and to develop systems to de- 
liver pro-biotic lactic acid bacteria in acidified and fermented vegetable products, we 
request additional support for the Food Fermentation Laboratory of $200,000 in fis- 
cal year 2008. This will provide support for Post-Doctoral or Pre-Doctoral research 
associates along with necessary equipment and supplies to develop these new areas 
of research. 


Scientific staff 

Current status 

Funds 

needed 

Microbiologist 

Active 

$318,500 

Chemist 

Active 

318,500 

Food Technologist/Biochemist 

Active 

318,500 
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Scientific staff 

Current status 

Funds 

needed 

Microbial Physiologist 

Active 

318,500 

200,000 



1,474,000 



912,195 



361,805 

200,000 






Vegetable Crops Research Laboratory Unit, Madison, Wisconsin 
Current base funding for three scientists is $849,172, of which $200,000 was 
added in fiscal year 2002. An additional $50,828 is needed to fully fund the sci- 
entists and support staff, including graduate students and post-doctorates. 


Scientific staff in place 

Current status 

Funds 

needed 

Geneticist 

Horticulturist 

Geneticist 

Active 

Active 

Active 

$300,000 

300,000 

300,000 

900,000 



798,222 



50,950 

50,828 






A temporary addition of $200,000 was provided to enhance the research effort of 
this program in fiscal year 2002, and we greatly appreciate that additional support, 
but that addition is being proposed for reduction in fiscal year 2008. Thus, the res- 
toration of the funds proposed for reduction, is urgently requested. We request a 
$101,778 permanent addition this year to sustain the long-term research of this 
group. 

Sugar Beet and Bean Research Unit, East Lansing, Michigan 

The location urgently needs to hire a full-time research engineer to develop a com- 
prehensive research program on nondestructive inspection, sorting and grading of 
pickling cucumbers and other vegetable crops to assure the processing and keeping 
quality of pickled products. The current base funding for the cucumber engineering 
research is $200,000. An increase of $150,000 in the current base funding level 
would be needed to fund the research engineer position. 


Scientific staff in place 

Current status 

Funds 

needed 



$200,000 

150,000 





350,000 




200,000 

150,000 






Thank you for your consideration and expression of support for the USDA/ARS. 


Prepared Statement of the Red River Valley Association 

Mr. Chairman and members of the Committee, I am Wayne Dowd, and I am 
pleased to represent the Red River Valley Association as its President. Our organi- 
zation was founded in 1925 with the express purpose of uniting the citizens of Ar- 
kansas, Louisiana, Oklahoma and Texas to develop the land and water resources 
of the Red River Basin. (Enclosure 1) 
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The Resolutions contained herein were adopted by the Association during its 82nd 
Annual Meeting in Shreveport, Louisiana on February 22, 2007, and represent the 
combined concerns of the citizens of the Red River Basin Area as they pertain to 
the goals of the Association. (Enclosure 2) 

As an organization that knows the value of our precious water resources we sup- 
port the most beneficial water and land conservation programs administered 
through the Natural Resources Conservation Service (NRCS). We understand that 
attention and resources must be given to our national security and the war in Iraq; 
however, we cannot sacrifice what has been accomplished on our Nation’s lands. 
NRCS programs are a model of how conservation programs should be administered 
and our testimony will address the needs of the Nation as well as our region. 

The President’s fiscal year 2008 budget for NRCS indicates a decrease of 
$131,740,000 (16 percent decrease) from what Congress appropriated in fiscal year 
2007, $841,340,000. In addition, the Administration eliminated two crucial water- 
shed programs: Watershed & Flood Prevention Operations and Watershed Survey 
& Planning. Along with drastic reductions in the other programs, NRCS manpower 
for fiscal year 2008 would have to decrease by over 1,500 staff years, if the Presi- 
dent’s budget is implemented. This is unacceptable. 

This means that NRCS assistance to landowners will not be adequately funded, 
to the detriment of the Nation and our natural resources. We would like to address 
several of the programs administered by NRCS. Failure to adequately fund these 
initiatives would reduce assistance to those who want it and the resources that need 
protection. 

Conservation Operations. — This account has been in steady decline, in real dollars, 
over the past several years. The President’s budget included $689 million, which is 
a decrease of $70 million from what Congress appropriated in fiscal year 2007. Man- 
dated increases in pay and benefits, continuing increases in the cost of doing busi- 
ness’ and budget reductions greatly reduces the effective work that can be accom- 
plished in this account. Allocations should be increased not decreased. 

We request a total of $930 million be appropriated for Conservation Operations 
for NRCS to meet the demands it faces today. 

Conservation Technical Assistance is the foundation of technical support and a 
sound, scientific delivery system for voluntary conservation to the private users and 
owners of lands in the United States. It is imperative that we provide assistance 
to all “working lands” not just those fortunate few who are able to enroll in a Fed- 
eral program. Working lands are not just crops and pasture (commodity staples) but 
includes forests, wildlife habitat and coastal marshes. The problem is that NRCS 
personnel funded from “mandatory programs” can only provide technical assistance 
to those enrolled in these programs, leaving the majority of the agricultural commu- 
nity without technical assistance. We recommend that adequate funding be placed 
in “Conservation Technical Assistance”, and allow NRCS to provide assistance to all 
who are in need of assistance. 

It is our understanding that the Technical Service Providers (TSP) program has 
not lived up to its expectations. Experience indicates landowners are hesitant to use 
the program. This program funds projects at a level estimated if NRCS conducted 
the work. Usually the TSP cost exceeds this estimate and the landowner is respon- 
sible for the difference, effectively making the landowner cost share. We believe that 
TSPs should be used only after NRCS staffing is brought up to levels commensurate 
with the increase in workload caused by the Farm Bill, not to replace NRCS staff- 
ing. 

Watershed and Flood Prevention Operations (Public Law 566 & 534). — We are 
greatly disappointed that the President’s Budget provided no funding for watershed 
operations in the last two fiscal years. There is no doubt that this is a Federal re- 
sponsibility, in conjunction with a local sponsor. This program addresses all water- 
shed needs to include: flood protection, water quality, water supply and the eco- 
system. There is no Corps of Engineer, Bureau of Reclamation or FEMA program 
to address small watershed needs, before disaster strikes. We recommend that Con- 
gress continue to hold oversight hearings to understand the importance and hear 
how popular this program is to our communities. 

Over the past 50 years these projects have developed a $15 billion infrastructure 
that is providing $1.5 billion in annual benefits to over 47 million people. It is not 
a Federal program, but a federally assisted program. This partnership between local 
communities, State agencies and NRCS has been successful for over 50 years. It 
would take $1.6 billion to fund the existing Federal commitment to local project 
sponsors. This cost only increases every year if adequate funding is not provided. 

All ongoing contracts will be terminated, if you allow this program to end. This 
will ultimately lead to lawsuits and tort claims filed by both sponsors and contrac- 
tors, due to the Federal Government not fulfilling its contractual obligation. 
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We are very appreciative for the funding level of $75 million enacted in fiscal year 
2006, but that was the last year funding was provided. No funding was provided 
in fiscal year 2007. For every $1 spent, the Nation realizes $2 in benefits. Congress 
must take back responsibility for this program. 

There are many new projects, which are awaiting funds for construction under 
this program. We strongly recommend that a funding level of $190 million be appro- 
priated for Watershed Operations Programs, Public Law 534 ($20 million) and Pub- 
lic Law 566 ($170 million). 

The Red River has proven, through studies and existing irrigation, to be a great 
water source for “supplemental” irrigation. The two projects mentioned below, will 
use existing, natural bayous to deliver water for landowners to draw from. The ma- 
jority of expense will be for the pump system to take water from the Red River to 
the bayous. These projects will provide the ability to move from ground water de- 
pendency to surface water, an effort encouraged throughout the Nation. Both will 
enhance the environmental quality and economic vitality of the small communities 
adjacent to the projects. 

— Walnut Bayou Irrigation Project, A R. — Plans and specifications have been com- 
pleted and it is ready to proceed into the construction phase. An irrigation dis- 
trict has been formed and they are prepared to take on the responsibility to 
generate the income for the O&M required to support this project. We request 
that $4,000,000 be appropriated for these projects in fiscal year 2008. 

— Red Bayou Irrigation Project, LA. — The plans and specifications have been com- 
pleted, making this project ready for construction in fiscal year 2007. An irriga- 
tion district has been formed and is prepared to collect funds to support the 
O&M for this proposed system. 

We request that $2,500,000 be specifically appropriated to begin construction in 
fiscal year 2008. 

Watershed Rehabilitation. — More than 10,400 individual watershed structures 
have been installed nationally, with approximately one-third in the Red River Val- 
ley. They have contributed greatly to conservation, environmental protection and en- 
hancement, economic development and the social well being of our communities. 
More than half of these structures are over 30 years old and several hundred are 
approaching their 50-year life expectancy. Today you hear a lot about the watershed 
approach to resource management. They protect more people and communities from 
flooding now than when they were first constructed. The benefit to cost ratio for this 
program has been evaluated to be 2.2:1. What other Federal program can claim such 
success? 

In the next 5 years over 900 watershed structures will require over $570 million 
for rehabilitation. Each year this number increases as more dams reach their 50- 
year life. There is no questioning the value of this program. The cost of losing this 
infrastructure exceeds the cost to reinvest in our existing watersheds. Without re- 
pairing and upgrading the safety of existing structures, we miss the opportunity to 
keep our communities alive and prosperous. It would be irresponsible to dismantle 
a program that has demonstrated such great return and is supported by our citi- 
zens. We cannot wait for a catastrophe to occur, where life is lost, to decide to take 
on this important work. 

The President’s budget neglects the safety and well being of our community needs 
and only recommends $6 million for this program. This is drastically lower than the 
levels authorized in the 2002 Farm Bill, which authorized $600 million for rehabili- 
tation for 2003-2007. 

We request that $75 million be appropriated to provide financial and technical as- 
sistance to those watershed projects where sponsors are prepared (35 percent cost 
share) to commence rehabilitation. 

Watershed Survey and Planning. — In fiscal year 2006, $6.1 million was appro- 
priated to support this extremely important community program. Again, no funding 
was provided in fiscal year 2007. NRCS has become a facilitator for the different 
community interest groups, State and Federal agencies. In our States such studies 
are helping identify resource needs and solutions where populations are encroaching 
into rural areas. The Administration decided to eliminate this program. We disagree 
with this and ask Congress to fund this program at the appropriate level. 

Proper planning and cooperative efforts can prevent problems and insure that 
water resource issues are addressed. Zeroing out the planning process assumes the 
economy will not grow and there is no need for future projects. We do not believe 
anyone supports or believes this. Another serious outcome is that NRCS will lose 
its planning expertise, which is invaluable. 

We request this program be funded at a level of $35 million. 

We request that the following two studies be specifically identified and funded in 
the fiscal year 2008 appropriation bill. 
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— Maniece Bayou Irrigation Project, AR. — This is a project in its initial stage of 
planning. An irrigation district is being formed to be the local sponsor. This 
project transfers water from the Red River into Maniece Bayou where land- 
owners would draw water for supplemental irrigation. We request that $200,000 
be appropriated to initiate the plans and specifications. 

— Lower Cane River Irrigation Project, LA. — The transfer of water from the Red 
River to the Lower Cane River will provide opportunities for irrigation and eco- 
nomic development. Funds are needed to initiate a Cooperative River Basin 
Study. We request that $250,000 be appropriated for this study. 

Resource Conservation and Development (RC&D). — This has traditionally been a 
well-received program by the Administration, not this year. Their budget proposal 
only had $14.6 million, far short of national needs. This program leverages its re- 
sources at 4 to 1, with communities, local sponsors and non-government organiza- 
tions. The benefits are realized at over 14 to 1, average per project. This drastic cut 
is proposed by eliminating 325 of 375 coordinator positions. The remaining 50 posi- 
tions are supposed to serve all councils in all the 50 States. 

We request that $56 million be appropriated for this program, at the same level 
as in fiscal year 2006. 

Mandatory Accounts (CCC) Technical Assistance (TA). — Request for assistance 
through the CCC programs has been overwhelming. Requests far exceed the avail- 
able funds and place an additional workload on NRCS’s delivery system. Adequate 
funding for TA must be provided at the full cost for program delivery. This includes 
program administration, conservation planning and contracting with each applicant. 
Congress, in the 2002 Farm Bill, wisely increased conservation programs each year. 
This increased investment, will increase the NRCS workload. It is imperative that 
NRCS receive the TA funding levels required to administer these programs. If they 
do not receive full funding these programs will not realize their full capability. 

It has been mandated that a set percent of TA, from the CCC Program, must be 
used for TSPs, approximately $40 million. This is equivalent to losing 600 staff 
years from NRCS manpower. This is another unacceptable policy, which will reduce 
the effectiveness of NRCS. This mandate must be eliminated. 

Over 70 percent of our land is privately owned. This is important in order to un- 
derstand the need for NRCS programs and technical assistance. Their presence is 
vital to ensuring sound technical standards are met in conservation. These pro- 
grams not only address agricultural production, but sound natural resource manage- 
ment. Without these programs and NRCS properly staffed to implement them, many 
private landowners will not be served adequately to apply conservation measures 
needed to sustain our natural resources for future generations. Technical Assistance 
cannot be contracted out to private companies. 

We are all aware of the issue with TMDL levels in our waterways. If our Nation 
is to seriously address this we must look at the impacts from our farmlands. Assist- 
ance for land treatment plans and plan implementation is exactly what the NRCS 
Watershed programs are intended to address. Watershed programs should be receiv- 
ing an increase in funds, not zeroed out! 

With these new clean water initiatives why do we ignore the agency that has a 
proven record for implementing watershed conservation programs? Congress must 
decide; will NRCS continue to provide the leadership within our communities to 
build upon the partnerships already established? It is up to Congress to insure 
NRCS is properly funded and staffed to provide the needed assistance to our tax- 
payers for conservation programs. 

These NRCS studies and watershed projects are an example of true “cooperative 
conservation” initiatives. There is an interface with communities and local sponsors 
at each step of the process and local sponsors do cost share at the levels expected 
of them. 

All these programs apply to the citizens in the Red River Valley and their future 
is our concern. The RRVA is dedicated to work toward the programs that will ben- 
efit our citizens and provide for high quality of life standards. We therefore request 
that you appropriate the requested funding within these individual programs, to in- 
sure our Nation’s conservation needs are met. 

I thank you for the opportunity to present this testimony on behalf of the mem- 
bers of the Red River Valley Association and we pledge our support to assist you 
in the appropriation process. Please direct your comments and questions to our Ex- 
ecutive Director, Richard Brontoli, P.O. Box 709, Shreveport, LA 71162, (318) 221- 
5233, E-mail: redriverva@hotmail.com. 

Grant Disclosure. — The Red River Valley Association has not received any Federal 
grant, sub-grant or contract during the current fiscal year or either of the 2 previous 
fiscal years. 



802 


ENCLOSURE 1. — RED RIVER VALLEY ASSOCIATION 

The Red River Valley Association is a voluntary group of citizens bonded together 
to advance the economic development and future well being of the citizens of the 
four State Red River Basin area in Arkansas, Louisiana, Oklahoma and Texas. 

For the past 80 years, the Association has done notable work in the support and 
advancement of programs to develop the land and water resources of the Valley to 
the beneficial use of all the people. To this end, the Red River Valley Association 
offers its full support and assistance to the various Port Authorities, Chambers of 
Commerce, Economic Development Districts, Municipalities and other local govern- 
mental entities in developing the area along the Red River. 

The Resolutions contained herein were adopted by the Association during its 82nd 
Annual Meeting in Shreveport, Louisiana on February 22, 2007, and represent the 
combined concerns of the citizens of the Red River Basin area as they pertain to 
the goals of the Association, specifically: 

— Economic and Community Development 
— Environmental Restoration 
— Flood Control 
— Irrigation 
— Bank Stabilization 

— A Clean Water Supply for Municipal, Industrial and Agricultural Uses 
— Hydroelectric Power Generation 
— Recreation 
-Navigation 

The Red River Valley Association is aware of the constraints on the Federal budg- 
et, and has kept those constraints in mind as these Resolutions were adopted. 
Therefore, and because of the far-reaching regional and national benefits addressed 
by the various projects covered in the Resolutions, we urge the members of Congress 
to review the materials contained herein and give serious consideration to funding 
the projects at the levels requested. We can be contacted at (318) 221-5233 or 
redri verva@hotmail. com . 


ENCLOSURE 2 

RED RIVER VALLEY ASSOCIATION FISCAL YEAR 2008 APPROPRIATIONS— NATURAL RESOURCES 
CONSERVATION SERVICE (NRCS) 

[In thousands of dollars] 


Discretionary Accounts 

Fiscal year 2006 
Approp 

Fiscal year 2007 
Approp 

Pres. 2008 
Budget 

RRVA 2008 
Request 


839,519 

75,000 

759,124 

689,000 

930.000 

190.000 
4,000 
1,600 

75.000 

35.000 
200 









Watershed Rehabilitation 

31,516 

6,083 

31,516 

6,000 








250 

Resource Conservation & Development(RC&D) 

51,300 

50,700 

14,600 

56,000 


NOTE: The President’s fiscal year 2008 budget is 16 percent less than Congress appropriated in fiscal year 2007. 


Prepared Statement of the Society for Animal Protective Legislation 

$1.8 Million Line Item for the Animal Welfare Information Center at the National 
Agricultural Library 

The Animal Welfare Information Center (AWIC) was established by the Improved 
Standards for Laboratory Animals Act (the 1985 amendment to the Animal Welfare 
Act) to serve as a clearing-house, training center, and educational resource for insti- 
tutions using animals in research, testing and teaching. The Center is the single 
most important resource for helping personnel at more than 1,200, U.S. research fa- 
cilities meet their responsibilities under the AWA. Supported by a modest funding 
level, its services are available to all individuals at these institutions, including cage 
washers, animal technicians, research investigators, attending veterinarians, 
IACUC representatives and the Institutional Official. 

AWIC provides data on alleviating or reducing pain and distress in experimental 
animals (including anesthetic and analgesic procedures), reducing the number of 
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animals used for research where possible, identifying alternatives to the use of ani- 
mals for specific research projects, and preventing the unintended duplication of 
animal experiments. The Center collects, updates, and disseminates material on hu- 
mane housing and husbandry, the functions and responsibilities of Institutional Ani- 
mal Care and Use Committees (IACUCs), animal behavior, improved methodologies, 
psychological well-being of primates, and exercise for dogs. 

There is general consensus between the biomedical research industry (including 
the National Association for Biomedical Research) and the animal welfare commu- 
nity about the need for increased funding. A number of individuals representing 
these disparate interests have endorsed the request for $1.8 million in funding for 
AWIC. The AWIC helps to improve the conduct of research, including the care pro- 
vided to the animals who are used, thereby ensuring a reduction in variables that 
might skew the research. Better science is the end result. 

The AWIC website (http:www.nal.usda.gov/awic) is one of the most accessed sites 
at the NAL, receiving millions of hits each year. It provides valuable information 
on issues of importance not only to the science community but also to the agri- 
culture and public health communities, including BSE and avian influenza, two of 
the top areas of inquiry for visitors to its website. In fiscal year 2006, nearly 440 
million kbytes of information were distributed via the web, and more than 77,000 
hard copies were distributed as well. AWIC staff provided over 3,000 personal ref- 
erence services. Exhibitions and/or presentations have been conducted at such 
venues as the American Association for Laboratory Animal Science (AALAS) annual 
meeting, Society of Neuroscience, New Jersey Association for Biomedical Research, 
American Veterinary Medical Association, International Conference on Environ- 
mental Enrichment, American Association for the Advancement of Science and the 
5th World Congress on the Use of Animals in the Life Sciences, Scientists Center 
for Animal Welfare meetings, and the Public Responsibility in Medicine and Re- 
search annual meeting. 

We greatly appreciate Congress’ past support for AWIC to carry out its programs. 
Given its indispensability not only in assisting with compliance with the AWA but 
also in providing up-to-date information on a range of issues, from BSE to primate 
enrichment, that are critical to the scientific and agricultural communities, we rec- 
ommend that AWIC be listed as a separate line item. We urge Congress to resist 
any effort by ARS to eliminate AWIC; rather, it is essential to maintain a minimum 
base of $1.15 million. Moreover, we respectfully request an additional $650,000 in 
fiscal year 2008 for desperately needed expansion to meet growing demand for 
AWIC’s expertise on two fronts. 

First, as evidenced by the findings of an Office of Inspector General (OIG) audit, 
“APHIS Animal Care Program Inspection and Enforcement Activities,” there has 
been an increase in apparent violations of the AWA by research facilities over the 
past few years. There appears to be a significant problem with the oversight of 
IACUCs and the audit recommends training for IACUC members. In response to 
this need, we are requesting funds to allow AWIC to do the following: 

— Continue to conduct workshops at locations around the country rather than 
being limited to conducting them only from the Center’s base in Maryland. 

— Hold a symposium on AWA requirements for IACUC nonaffilated members (i.e., 
members from the community charged with representing the communities’ con- 
cerns for the animals). 

— Work with Animal Care more closely to identify and assist those licensees and 
registrants that are cited for AWA violations most frequently. 

Second, increased funding is also necessitated by the expansion of AWIC’s man- 
date to include the broader industry regulated under the Animal Welfare Act: ani- 
mal dealers, carriers and handlers, zoos and other exhibitors. Other topics covered 
by the Center include animal diseases, animal models, animal training, and environ- 
mental enrichment for all species. Animal Care’s veterinary medical officers and 
animal care inspectors are able to utilize the full range of services provided by the 
AWIC to better fulfill their responsibilities. The AWIC also works closely with both 
Animal Care and with Emergency Veterinary Services on emerging crises such as 
the highly pathogenic Avian Influenza. The Center is focused on transmissible 
spongiform encephalopathy, exotic Avian Newcastle disease, tuberculosis, West Nile 
Virus and microbacterial diseases. 

The $1.8 million would be used as follows: Staff salary and benefits ($1,273,000), 
including the addition of two much-needed positions: a Technical Information Spe- 
cialist and an Information Technology Specialist, whose jobs would be to expand the 
content of the Center’s database and make it more user-friendly and searchable; ex- 
hibitions at major scientific conferences, including underserved areas of the country 
($61,400); workshops, in conjunction with Animal Care, to assist licensees and reg- 
istrants frequently cited for AWA violations ($36,000); informational workshops at 
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research institutions across the country ($28,000) and locally at the Center ($4,100); 
printing and reproduction of paper and electronic material ($29,200); training for 
the NAL staff ($13,900); acquisition of, including electronic access to, data ($38,000); 
internet services ($20,400); office supplies, including hardware and software 
($26,000); and the overhead that must be provided to the Agricultural Research 
Service and the National Agricultural Library (at least $270,000). 

$750,000, Plus a One-Time Infusion of $1 Million, for APHIS I Animal Care’s En- 
forcement of the Horse Protection Act 

More than 30 years ago Congress adopted the Horse Protection Act, yet soring of 
Tennessee Walking Horses continues to be a widespread problem. Soring is defined 
by APHIS as “the application of any chemical or mechanical agent used on any limb 
of a horse or any practice inflicted upon the horse that can be expected to cause 
it physical pain or distress when moving.” Horses are sored to produce an exagger- 
ated gait. (http://www.saplonline.org/pdf/EquusSoring.pdf) 

The most effective method to reduce the showing of sored horses is to have Ani- 
mal Care (AC) inspectors present at the shows. Oftentimes, as soon as an AC in- 
spector arrives at a show, there is a rush to put horses back into trailers and haul 
them away. If the likelihood that an AC inspector will show up increases signifi- 
cantly, this will have a huge deterrent effect on those who routinely sore their 
horses. 

AC was able to attend only 32 events in fiscal year 2004 out of a total of approxi- 
mately 865 shows. Funding of $750,000 ($500,000 plus a $250,000 add-on) is needed 
to enable AC to attend even a modest number of events. 

Unfortunately, the amount of penalties assessed for violations of the law has 
dropped to a negligible amount. In addition to increasing the presence of inspectors, 
USDA must increase the penalties that it assesses or the industry will continue to 
defy the law with impunity. Congress should direct USDA to take this step. 

Lack of financial support has made it necessary for Animal Care to rely heavily 
on the industry to assume responsibility for enforcement of the law. This is the 
same industry that has turned a blind eye to compliance with the law since 1970! 
“Designated Qualified Persons” (DQPs) are the “inspectors” from industry who are 
supposed to assist AC in identifying sore horses and pursuing action against the in- 
dividuals who are responsible. The history of the DQPs reveals their failure to 
achieve the level of enforcement of the unbiased, well-trained, professional inspec- 
tors who work for AC, as illustrated by radically different enforcement rates: In 
2004 and 2005, the rate of violations cited at a variety of horse shows was as much 
as 23 times higher under USDA inspections versus HIO inspections. Oftentimes, 
owners withdraw their horses completely from a show rather than risk an inspec- 
tion by USDA. 

We have few current figures on enforcement; however, we recently learned from 
USDA that in 2005, of the samples taken by a gas chromatography machine (used 
to test for use of illegal substances to sore horses) at the Kentucky Celebration 
horse show, 100 percent indicated the presence of diesel fuel or another similar fuel 
plus numbing agents. Clearly the law is not being taken seriously by the industry. 
In September 2006, having ignored repeated warnings from USDA that too many 
horses were showing signs of soring, organizers canceled the Shelbyville (TN) Cele- 
bration, the prestige event in the walking horse industry, after USDA inspectors 
disqualified most of the horses because of soring. This was an unprecedented action 
on the part of the industry and is a testament to USDA’s commitment to vigorous 
enforcement of the HPA, even in the face of threats to its inspectors. 

An appropriation of at least $750,000 is essential to permit AC to maintain a 
modest level of compliance with the Horse Protection Act by trained AC profes- 
sionals. USDA also needs a one-time allocation of $1 million to purchase additional 
equipment, such as digital radiography machines to take radiographs of the hoof to 
detect changes indicative of pressure-shoeing; and algometers, which apply con- 
sistent pressure during the examination process. Adding these machines to the in- 
spectors’ tools for verifying the use of soring techniques further enhances the objec- 
tivity and consistency of the evidence obtained. 

$21,126 Million for APHIS /Animal Care’s Enforcement of the Animal Welfare Act 

The Animal Welfare Act (AWA) is the chief Federal law for the protection of ani- 
mals. The USDA seeks compliance with its minimum standards for the care and 
treatment of animals during transportation and at the nearly 13,000 sites of deal- 
ers, research, testing and teaching facilities, zoos, aquariums, circuses, carriers (air- 
lines, motor freight lines and other shipping businesses) and handlers (ground 
freight handlers). There are a mere 101 Veterinary Medical Officers (VMOs) and 
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Animal Care Inspectors (ACIs) conducting searches, prelicensing inspections and en- 
forcement inspections across the country. 

In fiscal year 2005, IES resolved 169 cases involving violations of the AWA; in 
fiscal year 2006, 191 cases were resolved through stipulations or ALJ decisions. 
These enforcement actions help ensure the protection of both animals and people 
as evidenced by the OIG Audit. 

We support the President’s request for $21,126 million for enforcement of the 
AWA. We hope the additional funds will permit USDA to hire additional inspectors 
and to conduct a national meeting, with all inspectors in attendance. A national 
meeting is indispensable to providing proper training of inspectors and ensuring 
that field inspectors nationwide apply a high and equal standard of enforcement. 
The cost for a national meeting is expected to be $150,000. 

We also support the President’s budget request for funds under the emergency 
management systems line item, which will enable Animal Care to execute its new 
responsibilities for pet evacuation during disasters. However, an additional $1 mil- 
lion is needed (for a total of $2 million) to ensure that AC does not have to meet 
these new obligations at the expense of ongoing services. 

Strengthened Enforcement of Humane Slaughter Act by FSIS 

When President Eisenhower signed the Humane Methods of Slaughter Act 
(HMSA) into law, he noted that if he went by his mail he would think Americans 
were interested in no other issue. That concern is as strong today as it was then. 
Over the past few years, Congress has generously provided additional appropria- 
tions to the Food Safety and Inspection Service (FSIS) to improve enforcement of 
the HMSA; nonetheless, problems persist. A big part of the problem is that the vast 
majority of animals currently slaughtered at tbe approximately 900 federally in- 
spected plants are already dead by the time FSIS observes them. 

In addition, FSIS inspectors are discouraged from enforcing the law. Inspectors 
are supposed to be able to stop the slaughter line if violations are seen. However, 
stopping the line will markedly reduce the plant’s profits, so there is intense pres- 
sure for the inspector not to take action. The situation at plants appears to be cozy 
for people; meanwhile, animals are suffering. For example, the Office of the Inspec- 
tor General conducted an investigation of a large plant in Iowa, issuing a report on 
April 25, 2005, that concluded that — employees of AGRI had engaged in acts of in- 
humane slaughter. It was also determined that FSIS employees observed the acts 
of inhumane slaughter and did nothing to stop the practice. Additionally, the inves- 
tigation revealed that FSIS inspectors accepted meat products from AGRI employees 
and that FSIS employees engaged in other acts of misconduct.” 

FSIS has attempted a variety of machinations in an effort to dupe Congress into 
believing that enforcement efforts have increased dramatically. This is mere window 
dressing, and inspectors in the plants have confirmed that little has changed — and 
abuses are rife. The situation at AGRI, described above is but one example (http:// 
awionline.org/pubs/Quarterly/05 54 l/541p7a.htm). We vehemently oppose in- 

creased resources for FSIS because the agency hasn’t demonstrated resolve to 
strongly enforce the law. 

Bill language should direct FSIS to fill the many current vacancies in its inspector 
force and to re-assign and/or hire no fewer than 50 individual inspectors (as opposed 
to FTE’s or staff years) to serve as full-time, permanent fixtures in each of the larg- 
est slaughter plants to observe the handling, stunning and slaughter of animals for 
compliance with the law. When inspectors are not present, line speeds are increased 
and the operations are conducted in a completely different (and horrific) manner. 
A full-time presence is the only way to ensure compliance. Congress’ previous effort 
to achieve this goal has resulted in the hiring of more upper-level personnel who 
are involved in many supervisory tasks and are not present on a full-time basis in 
the these slaughter plants. FSIS should report the results of this effort to the Com- 
mittee and evaluate the effectiveness of having full-time (not full time equivalent) 
enforcement of the humane slaughter requirements following a year of diligence. 

All inspectors who engage in HSA enforcement must receive adequate training 
about the law and, more importantly, must receive a strict mandate from the Sec- 
retary of Agriculture to take strong, immediate action against any violators of the 
HSA. This would be a modest step toward protecting the millions of animals who 
are killed for food from unnecessary suffering. While the Humane Activities Track- 
ing system was intended to promote accountability regarding enforcement of the 
Humane Slaughter Act, and to provide data to guide the risk-based inspection sys- 
tem, it has failed to meet these goals. Instead it yields skewed data that actually 
result in needed attention being diverted from problem plants. We suggest that real 
progress in ensuring compliance with the HMSA rests with redirecting HAT funds 
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towards securing the many needed inspectors and improving training in HMSA en- 
forcement. 

Congress Needs to Provide Increased Oversight of Wildlife Services Operations and 
Research 

Wildlife Services (WS) needs to ensure that the variety of tools it uses for man- 
agement of wildlife under its purview are both effective and publicly acceptable. As 
improved tools are developed through research, operations must make use of this 
data and shift methods accordingly. 

WS needs to phase out use of steel jaw leghold traps. WS’ own research dem- 
onstrates the archaic nature of certain leghold traps; these should be prohibited im- 
mediately. Leghold traps slam shut with bone-crushing force on the limbs of their 
victims, tearing ligaments and tendons, severing toes and causing excruciating pain. 
These traps, opposed by the vast majority of Americans, have been condemned as 
“inhumane” by the American Veterinary Medical Association, American Animal 
Hospital Association, World Veterinary Association and National Animal Control 
Association. 

WS should pursue no further testing of leghold traps as this would be an ex- 
tremely wasteful and cruel use of taxpayer money. Previously, funds designated for 
trap research were merely passed through to a nongovernmental organization to uti- 
lize as it saw fit, without involvement from WS. If funds are allocated for trap test- 
ing, WS should conduct the research (on the myriad devices other than steel jaw 
traps) since the agency has the appropriate technical expertise. 

Further, WS should adopt a policy of checking all restraining traps within a 24- 
hour period. WS has developed a device that can be attached to a trap, and the de- 
vice emits a signal when the trap is triggered; this wonderful new technology per- 
mits trappers to focus their energies on prompt checking of those traps that have 
actually been triggered. A wealth of scientific studies documents the fact that the 
longer an animal is in a restraining trap, the greater the injury. For this reason, 
the majority of States have a daily trap check requirement. Animals should not be 
subjected to long-drawn out pain because of a failure to assume the responsibility 
of carefully checking traps every day. This policy will help reduce the trauma expe- 
rienced by non-target animals, too, ensuring that more of these animals will be able 
to be released alive. 

Thank you very much for the opportunity to submit testimony. We would be 
happy to provide any additional information that might be of interest. 


Prepared Statement of The Humane Society 

As the largest animal protection organization in the country, we appreciate the 
opportunity to provide testimony to the Agriculture, Rural Development, Food and 
Drug Administration, and Related Agencies Subcommittee on fiscal year 2008 fund- 
ing items of great importance to The Humane Society of the United States (HSUS) 
and its nearly 10 million supporters nationwide. 

ENFORCEMENT OF ANIMAL WELFARE LAWS 

We thank you for your outstanding support during recent years for improved en- 
forcement by the U.S. Department of Agriculture (USDA) of key animal welfare 
laws and we urge you to sustain this effort in fiscal year 2008. Your leadership is 
making a great difference in helping to protect the welfare of millions of animals 
across the country. As you know, better enforcement will also benefit people by help- 
ing to prevent: (1) orchestrated dogfights and cockfights that often involve illegal 
gambling, drug trafficking, and human violence, and can contribute to the spread 
of costly illnesses such as Exotic Newcastle Disease and bird flu; (2) injuries to 
slaughterhouse workers from animals that are still conscious; (3) the sale of 
unhealthy pets by commercial breeders, commonly referred to as “puppy mills”; (4) 
laboratory conditions that may impair the scientific integrity of animal based re- 
search; (5) risks of disease transmission from, and dangerous encounters with, wild 
animals in or during public exhibition; and (6) injuries and deaths of pets on com- 
mercial airline flights due to mishandling and exposure to adverse environmental 
conditions. In order to continue the important work made possible by the Commit- 
tee’s prior support, we request the following for fiscal year 2008: 

APHIS/ANIMAL WELFARE ACT (AWA) ENFORCEMENT 

We request that you support the President’s request of $21,126,000 for AWA en- 
forcement under APHIS. We commend the Committee for responding in recent years 
to the urgent need for increased funding for the Animal Care division to improve 
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its inspections of more than 13,000 sites, including commercial breeding facilities, 
laboratories, zoos, circuses, and airlines, to ensure compliance with AWA standards. 
Animal Care now has 100 inspectors (with eight vacancies that the agency is in the 
process of filling), compared to 64 inspectors at the end of the 1990s. We are pleased 
that the President’s budget recommends an increase of $3,340,000 (plus allowance 
for pay costs) to cover hiring 21 new staff to further improve AWA enforcement in 
fiscal year 2008. This increase will enable the agency to handle additional respon- 
sibilities as the number of licensed/registered facilities has grown by 13 percent 
from fiscal year 2005 to fiscal year 2006. 

APHIS /investigative and enforcement services 

We request that you support the President’s request of $12,728,000 for APHIS In- 
vestigative and Enforcement Services. We appreciate the Committee’s consistent 
support for this division, which handles many important responsibilities including 
animal welfare. The President’s budget recommends an increase of $2,143,000 (plus 
allowance for pay costs) and 18 staff years for IES in fiscal year 2008, of which 
$291,000 and 3 staff years will be used to improve enforcement of Federal animal 
welfare laws. In fiscal year 2006, IES resolved 191 cases through either civil penalty 
stipulations or Administrative Law Judge decisions (compared to 169 cases resolved 
during fiscal year 2005). 

OFFICE OF INSPECTOR GENERAL/ANIMAL FIGHTING ENFORCEMENT 

We request sustained funding of $800,000 for the Office of Inspector General to 
focus on enforcement of animal fighting laws (this amount is incorporated in the 
President’s request for OIG base funding). We appreciate the inclusion of $800,000 
in recent years for USDA’s Office of Inspector General to focus on animal fighting 
cases. Congress first prohibited most interstate and foreign commerce of animals for 
fighting in 1976 and tightened loopholes in the law in 2002. Dogfighting and cock- 
fighting are barbaric practices in which animals are drugged to heighten their ag- 
gression and forced to keep fighting even after they’ve suffered grievous injuries. 
Animal fighting is almost always associated with illegal gambling, and also often 
involves illegal drug trafficking and violence toward people. Dogs bred and trained 
to fight endanger public safety, and some dogfighters steal pets to use as bait for 
training their dogs. Cockfighting was linked to an outbreak of Exotic Newcastle Dis- 
ease in 2002-2003 that cost taxpayers more than $200 million to contain. It’s also 
been linked to the death of at least nine people in Asia reportedly exposed through 
cockfighting activity to bird flu. Given the potential for further costly disease trans- 
mission, as well as the animal cruelty involved, we believe it would be a sound in- 
vestment for the Federal Government to continue its efforts to combat illegal animal 
fighting activity. We also hope language can be included directing the agency to re- 
port back to the Committee on specific Federal animal fighting enforcement efforts 
undertaken during fiscal year 2008. 

FOOD SAFETY AND INSPECTION SERVICE/HUMANE METHODS OF SLAUGHTER ACT (HMSA) 

ENFORCEMENT 

We request sustained funding of no less than $5,000,000 and no fewer than 63 
staff years for HMSA enforcement (this amount is incorporated in the President’s 
request for FSIS base funding) and continued funding of $3,000,000 as provided in 
fiscal year 2007 to maintain the new Humane Animal Tracking system. We are 
grateful that Congress provided $5 million in fiscal year 2007 to sustain at least 
63 full time equivalent positions dedicated solely to inspections and enforcement re- 
lated to the HMSA, plus $4 million in fiscal year 2006 and $3 million in fiscal year 
2007 to incorporate a new tracking system to ensure compliance with this law. The 
HMSA is designed to ensure that livestock are treated humanely and rendered un- 
conscious before they are killed. The effort to target funds for this purpose was un- 
dertaken following reports of lax enforcement of the HMSA and animals being 
skinned, dismembered, and scalded while still alive and conscious. 

COOPERATIVE STATE RESEARCH, EDUCATION, AND EXTENSION SERVICE/VETERINARY 
STUDENT LOAN FORGIVENESS 

We request $1,000,000 to begin to fully implement the National Veterinary Med- 
ical Service Act (Public Law 108-161), specifically authorized in 2003, that received 
initial funding of $500,000 in fiscal year 2006 and an additional $500,000 in fiscal 
year 2007. We appreciate that Congress has begun to address the critical shortage 
of veterinarians practicing in rural and inner-city areas, as well as in government 
positions such as at FSIS and APHIS. Having adequate veterinary care is a core 
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animal welfare concern. A study released in June 2006 demonstrated the acute and 
worsening shortage of veterinarians working in rural farm animal practice, while 
domestic pets in both rural and urban areas are often left without necessary medical 
care. Veterinarians support our Nation’s defense against bioterrorism (the Centers 
for Disease Control estimate that 80 percent of potential bioterrorism agents are 
zoonotic — transmitted from animals to human). They are also on the front lines ad- 
dressing public health problems associated with pet overpopulation, parasites, ra- 
bies, chronic wasting disease, bovine spongiform encephalopathy (“mad cow” dis- 
ease), and a host of other concerns. Veterinary school graduates face a debt burden 
of over $100,000 on average, and the lowest pay of any of the medical professions, 
with an average starting salary of $43,000. For those who choose employment in un- 
derserved rural or inner-city areas or public health practice, the National Veterinary 
Medical Service Act authorizes the Secretary of Agriculture to forgive student debt. 
It also authorizes financial assistance for those who provide services during Federal 
emergency situations such as disease outbreaks or disasters. We hope you will build 
on the initial funding provided last year to expand this needed program under 
CSREES or such other account as the Committee deems appropriate. 

aphis/emergency management systems/disaster planning for animals 

We request that you support the President’s request of $1 million for Animal Care 
under APHIS’ Emergency Management Systems line item. Hurricanes Katrina and 
Rita demonstrated that many people refuse to evacuate if they are forced to leave 
their pets behind. The Animal Care division has been asked to develop an infra- 
structure to help prepare for and respond to animal issues in a disaster and incor- 
porate lessons learned from previous disasters. These funds will be used for staff 
time and resources to support State and local governments’ and humane organiza- 
tions’ efforts to plan for protection of people with animals. The additional resources 
will enable the agency to participate, in partnership with FEMA, in the newly re- 
vised National Response Plan without jeopardizing other Animal Care programs. 

aphis/horse protection act enforcement 

We hope you will provide $750,000 (an add-on of $254,000 above the amount re- 
quested by the President for fiscal year 2008) plus a one-time appropriation of $1 
million for specialized equipment, and we urge the Committee to oppose any effort 
to restrict USDA from enforcing this law to the maximum extent possible. Congress 
enacted the Horse Protection Act in 1970 to end the obvious cruelty of physically 
soring the feet and legs of show horses. In an effort to exaggerate the high-stepping 
gate of Tennessee Walking Horses, unscrupulous trainers use a variety of methods 
to inflict pain on sensitive areas of the feet and legs for the effect of the leg-jerk 
reaction that is popular among many in the show-horse industry. This cruel practice 
continues unabated by the well-intentioned but seriously understaffed APHIS in- 
spection program. The most effective way to meet the goal of the Horse Protection 
Act — to reduce the showing of sored horses — is to have Animal Care inspectors 
present at the shows. Owners who sore their horses go to great lengths to avoid de- 
tection, including leaving a show when USDA inspectors show up. The greater the 
likelihood of a USDA inspection, the greater the deterrent effect on those who rou- 
tinely sore their horses. Unfortunately, Animal Care is able to attend fewer than 
10 of the 500-plus shows held annually. Funding of $750,000 is needed to maintain 
a modest level of compliance with the Horse Protection Act by trained Animal Care 
professionals. Moreover, a one-time infusion of $1 million is needed to enable Ani- 
mal Care to buy specialized equipment, such as digital radiography machines, that 
would enhance the ability of USDA inspectors to detect evidence of soring. 

DOWNED ANIMALS AND BSE 

We are pleased that the Bush Administration proposed an interim final rule in 
January 2004 to ban the use of downed cattle for human food, in the wake of the 
discovery of a cow in Washington State that was infected with Bovine Spongiform 
Encephalopathy (BSE). We hope the Committee will codify this ban — and extend it 
to other livestock besides cattle. While transmission of BSE from infected cows to 
people is most well understood, there is some science indicating that pigs may also 
harbor a form of this disease and downer pigs and other downer livestock are at 
a significantly higher risk of transmitting other serious and sometimes fatal ill- 
nesses through their meat, such as E. coli and Salmonella. Moreover, these animals 
suffer just as downed cattle do when they are moved en route to slaughter. 

As the Committee is aware, some segments of industry and members of Congress 
have recommended weakening the USDA downed cattle ban. They claim that ani- 
mals unable to walk because of injury pose no health risk. But injury and illness 
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are often interrelated — an animal may stumble and break a leg because of disease 
that causes weakness and disorientation. And USDA inspectors would have a dif- 
ficult — if not impossible — task trying to sort out the reason an animal became non- 
ambulatory. Major consumer groups including Consumers Union and Consumer 
Federation of America, support groups for victims of food-borne illness such as Safe 
Tables Our Priority (S.T.O.P.), Creutzfeldt-Jakob Disease Foundation, and CJD 
Voice, food safety organizations, companies such as McDonald’s and Wendy’s, and 
many others have all pointed out how reckless such a system would be. Of the BSE 
cases identified in Canada and the United States to date, 10 out of 11 have involved 
downers, and at least 3 of these were identified as downed due to injuries, including 
the Washington State case (“calving injuries”) and a January 2005 case in Canada 
(“slipped on ice/broken leg”). The sole BSE-positive animal not identified as a down- 
er was a Canadian cow exhibiting “abnormal locomotion and posture” who was 
euthanized in January 2006. 

From an animal welfare perspective, a comprehensive ban is needed because a 
downed animal with a broken leg would suffer just as much as a sick one if it’s 
dragged through a slaughterplant — maybe even more. A ban on use of all downers 
for human food also provides an incentive for producers to treat animals humanely 
and prevent livestock from going down. Even before the administrative ban, USDA 
estimated that only 0.4 percent to 0.8 percent of all cows processed annually were 
non-ambulatory. The downer ban encourages producers and transporters to engage 
in responsible husbandry and handling practices, so that this percentage may be re- 
duced to levels approaching zero. Temple Grandin — advisor to the American Meat 
Institute and others in the meat industry — has noted that as many as ninety per- 
cent of all downers are preventable. Cases that involve broken bones and other inju- 
ries are perhaps the most preventable with improved husbandry. 

Most Americans had no idea that animals too sick or injured to walk were being 
dragged with chains or hauled by bulldozer en route to the food supply. When that 
fact came to light in December 2003, USDA’s prompt decision to ban all downer cat- 
tle from human food calmed consumers. Unraveling the ban would undermine con- 
sumer confidence. More than 99 percent of the 22,000 + public comments USDA re- 
ceived on its downer ban called on the agency to maintain and strengthen its down- 
er ban, with most asking that other species be included. For a report on the com- 
ments received by the agency, please go to: http://files.hsus.org/web-files/PDF/ 
2004 06 16 rept USDA comments.pdf. 

USDA testimony before various congressional committees has made clear that the 
agency need not rely on slaughterplant testing of downers for BSE surveillance pur- 
poses. Surveillance of downers can and should be conducted at rendering plants and 
on farms. 

In addition to the downer issue, we urge the Committee to provide adequate fund- 
ing to ensure meaningful enforcement by the Food and Drug Administration of its 
“feed ban,” designed to prevent BSE-contaminated animal products from being fed 
to other animals. We are concerned that inspectors visit facilities infrequently and 
rely on self-reporting by those facilities and paperwork checking rather than first- 
hand evaluation of feed content and dedicated production lines. We are also con- 
cerned that FDA relies a great deal on State agencies to conduct this oversight, 
when most States face severe budget constraints that may compromise their ability 
to handle this job. Preventing the spread of BSE is vital to the Nation as a whole, 
for public health, the agricultural industry, and animal welfare. Vigorous enforce- 
ment of the feed ban is an essential component of this effort. We hope adequate Fed- 
eral funds will be provided in fiscal year 2008 to meet this challenge. 

ANIMAL WELFARE INFORMATION CENTER (AWIC) 

AWIC was established by the 1985 amendment to the Animal Welfare Act (the 
Improved Standards for Laboratory Animals Act) to serve as a clearinghouse, train- 
ing center, and educational resource for institutions using animals in research, test- 
ing and teaching. This Center is the single most important resource for helping per- 
sonnel at more than 1,200 U.S. research facilities meet their responsibilities under 
the AWA. Supported by a modest funding level, its services are available to all indi- 
viduals at these institutions, from cage washers to Institutional Animal Care and 
Use Committee (IACUC) representatives and the Institutional Official. Given its in- 
dispensability not only in assisting with compliance with the AWA but also in pro- 
viding up-to-date information on issues ranging from BSE to primate enrichment 
that are critical to the scientific and agricultural communities, we recommend that 
AWIC be listed as a separate line item. We urge Congress to resist any effort by 
ARS to eliminate AWIC; rather, it is essential to maintain a minimum base of $1.15 
million. Moreover, we respectfully request an additional $650,000 (for a total of $1.8 
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million) in fiscal year 2008 for critically needed expansion and other improvements 
to meet growing demand for AWIC’s expertise. 

Again, we appreciate the opportunity to share our views and priorities for the Ag- 
riculture, Rural Development, FDA, and Related Agencies Appropriation Act of Fis- 
cal Year 2008. We appreciate the Committee’s past support, and hope you will be 
able to accommodate these modest requests to address some very pressing problems 
affecting millions of animals in the United States. Thank you for your consideration. 


Prepared Statement of The Wildlife Society 

The Wildlife Society appreciates the opportunity to submit testimony concerning 
the fiscal year 2008 budgets for the Natural Resources Conservation Service 
(NRCS), Animal Plant Health Inspection Service (APHIS), and Cooperative State 
Research, Education and Extension Services (CSREES). The Wildlife Society rep- 
resents over 7,500 professional wildlife biologists and managers dedicated to sound 
wildlife stewardship through science and education. The Wildlife Society is com- 
mitted to strengthening all Federal programs that benefit wildlife and their habitats 
on agricultural and other private land. 

Natural Resources Conservation Service 

The Wildlife Habitat Incentives Program (WHIP) is a voluntary program that pro- 
vides technical and financial support to farmers and ranchers to create high quality 
wildlife habitat. Since 1998, nearly $150 million has been dedicated to the program 
and over 2.8 million acres involving over 18,000 contracts have been enrolled. The 
Wildlife Society recommends funding WHIP at $100 million in fiscal year 2008 so 
that the program can continue to provide for fish and wildlife benefits. 

The Wetland Reserve Program (WRP) is a valuable program designed to assist 
farmers and ranchers in protecting and restoring wetland habitat. The Wildlife Soci- 
ety supports the President’s enrollment target of 250,000 acres in fiscal year 2008. 
Full WRP enrollment is needed if the Administration intends to achieve the Presi- 
dent’s stated goal of no-net-loss of wetlands. 

Animal and Plant Health Inspection Service 

Wildlife Services (WS), a unit of APHIS, is responsible for controlling wildlife 
damage to agriculture, aquaculture, forest, range, and other natural resources, for 
controlling wildlife-borne diseases, and for controlling wildlife at airports. Its activi- 
ties are based on the principles of wildlife management and integrated damage 
management, and are carried out cooperatively with State fish and wildlife agencies. 
The Wildlife Society is concerned by the Administration’s proposal to decrease fund- 
ing in key activity areas for WS. The President’s fiscal year 2008 proposed budget 
includes increases for wildlife monitoring and surveillance ($5,016 million) and the 
oral rabies vaccination program ($2 million), but proposes an overall decrease of 
$1,684 million in the WS Operations line item, requiring a redirection of $8.7 mil- 
lion. While we are pleased that these activities have gained presidential support, 
the net decrease to the WS operational budget will effectively result in an overall 
reduction in key activity areas. The Wildlife Society strongly recommends that Con- 
gress restore the proposed decrease of $1,684 million. 

We understand the importance of safeguarding our Nation against highly patho- 
genic avian influenza and applaud the added fiscal resources to address this critical 
issue. The President’s fiscal year 2008 budget proposal redirects $3.2 million for 
avian influenza research. The Wildlife Society recommends that Congress provide 
additional money to adequately fund this and other important and associated re- 
search. Redirection of funds for this program would have serious and, in many 
cases, terminal effects on important existing projects, including the Jack Berryman 
Institute for Wildlife Damage Management at Utah and Mississippi State Univer- 
sities; the Logan, Utah Predator Research Station; the newly-established Texas 
A&M University-Kingsville Research Field Station; and the Starkville, Mississippi 
Research Field Station. 

The Wildlife Society is very concerned about the proposed $1.39 million reduction 
in the Brucellosis Program budget. Because of its presence in wild elk and bison, 
brucellosis in the Greater Yellowstone Area will be especially difficult to eliminate 
and will require more, not less, fiscal resources to accomplish. We recommend Con- 
gress restore brucellosis funding to $11 million in fiscal year 2008 and that USDA- 
APHIS-Veterinary Services continue to utilize the authorities and expertise of the 
Greater Yellowstone Interagency Brucellosis Committee to address domestic live- 
stock interactions with wild elk and bison in the region. 

The Wildlife Society commends APHIS-Veterinary Services for providing funding 
to State wildlife management agencies for Chronic Wasting Disease (CWD) surveil- 
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lance and management in free-ranging deer and elk. Additionally, The Wildlife Soci- 
ety strongly supports APHIS’ efforts to eliminate CWD from captive cervids in order 
to eliminate the risk of spread of the disease from these animals to free-ranging 
deer and elk. The surveillance and monitoring efforts conducted by all 50 States 
during 2004 and 2005 would not have been possible without this cooperative fund- 
ing. Additionally, knowledge of the presence and prevalence of CWD has been en- 
hanced by this program. Without continued funding, States will be unable to main- 
tain the level of CWD surveillance necessary to track the disease. The Wildlife Soci- 
ety recommends restoring the $6.3 million decrease to return funding to fiscal year 
2007 levels. 

Cooperative State Research, Education, and Extension Service 

The Renewable Resources Extension Act (RREA) provides an expanded, com- 
prehensive extension program for forest and rangeland renewable resources. The 
RREA funds, which are apportioned to State Extension Services, effectively leverage 
cooperative partnerships at an average of four to one, with a focus on private land- 
owners. The need for RREA educational programs is greater today than ever be- 
cause of continuing fragmentation of ownership, urbanization, the diversity of land- 
owners needing assistance and increasing societal concerns about land use and the 
impact on natural resources including soil, water, air, wildlife and other environ- 
mental factors. The Wildlife Society recommends that the Renewable Resources Ex- 
tension Act be funded at $30 million, as authorized in the 2002 Farm Bill. 

The proposed budget for fiscal year 2008 reflects a slight decrease for the 
Mclntire-Stennis Cooperative Forestry program. The proposal would modify the 
Mclntire-Stennis formula program by creating a multi-State research program sup- 
ported by about 62 percent of the total funding. All Mclntire-Stennis multi-State 
funds will be distributed through competitively awarded grants in 2008. This rep- 
resents a significant departure from prior years. These funds are essential to the 
future of resource management on non-industrial private forestlands, as forest prod- 
ucts are produced while conserving natural resources, including fish and wildlife. As 
demand for forest products grow, private-land forests will increasingly be needed to 
supplement supplies, but trees suitable for harvest take decades to produce (versus 
the single year in which crops such as corn and soybeans can be harvested). In the 
absence of long-term and on-going research, such as provided through Mclntire- 
Stennis, the Nation could easily become ill-suited to meet future forest-product 
needs. Replacement of Mclntire-Stennis funding with competitive grants will leave 
long-term and stable forest research to chance. The Wildlife Society strongly be- 
lieves that the reasons for continuing the Mclntire-Stennis Cooperative Forestry 
program into the future are compelling and urges Congress to increase the fiscal 
year 2008 budget to $25 million, an amount more consistent with historic levels. 

National Research Initiative (NRI) Competitive Grants are open to academic insti- 
tutions, Federal agencies, and private organizations to fund research on improving 
agricultural practices, particularly production systems that are sustainable both en- 
vironmentally and economically, and to develop methods for protecting natural re- 
sources and wildlife. Innovative grant programs such as NRI help broaden ap- 
proaches to land management, such as integrating timber and wildlife management 
on private lands. The Wildlife Society supports the Administration’s request of 
$256.5 million for National Research Initiative Competitive Grants. Included within 
that total, however, is approximately $36 million for programs authorized under 
Section 406 of the Research, Extension and Education Act of 1998 and previously 
funded under the “Integrated Activities” line in the CSREES budget. While The 
Wildlife Society does not oppose this consolidation, Congress should ensure that suf- 
ficient funding is available to support all of these efforts at no less than their fiscal 
year 2007 levels. 

Thank you for considering the views of wildlife professionals. We look forward to 
working with you and your staff to ensure adequate funding for wildlife conserva- 
tion. 


Prepared Statement of the United States Telecom Association 

SUMMARY OF REQUEST 

Project Involved 

Telecommunications Loan and Grant Programs Administered by the Rural Utili- 
ties Service of the U.S. Department of Agriculture. 
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Actions Proposed 

Supporting RUS loan levels and the associated funding subsidy, as required, for 
the 5 percent direct loan program ($145 million) and cost of money program ($250 
million) in fiscal year 2008 in the amounts requested in the President’s budget. 

Supporting Section 306 guaranteed loans in the amount ($295 million) requested 
in the President’s budget. 

Opposing the budget request that would cut direct loans for broadband facilities 
and internet service access by 40 percent from the fiscal year 2006 enacted level 
of $500 million. 

Supporting renewal of the pilot broadband grant program and an allocation of a 
portion of the authorized levels for broadband loans at reduced interest rates to ac- 
celerate deployment of this technology in rural areas. 

Continuation of the general provision contained in previous appropriations acts 
that would prohibit RUS from drafting or implementing any regulation or rule re- 
quiring recertification of rural status for telephone borrowers. 

Supporting the continued elimination of the 7 percent cap on cost of money loans 

Supporting continued funding, as requested in the President’s budget, in the 
amount of $25 million for telemedicine and distance learning grants in rural areas. 

Seeking language strengthening and improving the operation of the broadband 
loan program in the Committee Report accompanying the bill. 

Supporting provision of sufficient funds for staff, including legal staff, to properly 
administer the telecommunications and broadband programs. 

I am Walter B. McCormick, Jr., President and CEO of the United States Telecom 
Association (USTelecom). I submit this testimony in the interests of the members 
of USTelecom and the customers they serve. USTelecom represents innovative com- 
panies ranging from the smallest rural telecoms in the Nation to some of the largest 
corporations in the U.S. economy. Our member companies offer a wide range of 
services across the communications landscape, including voice, video and data over 
local exchange, long distance, Internet and cable networks. 

USTelecom members firmly believe that the targeted assistance offered by a 
strong RUS telecommunications loan and grant program remains essential to a 
healthy and growing rural telecommunications industry that contributes to the pro- 
vision of universal telecom service. We appreciate the strong support this Com- 
mittee has provided for the RUS telecom program since its inception in 1949 and 
look forward to a vigorous program for the future. 

Rural Areas Need Access to Broadband Service 

Access to a reliable source of capital such as the RUS loan programs is key to 
the system upgrades which will enable rural areas to experience the economic 
growth and job creation that a freely competitive market with ready access to fairly 
priced capital can provide. 

It is critically important that rural areas be included in the nationwide drive for 
greater bandwidth capacity. In order to provide higher speed data services, such as 
Digital Subscriber Line (DSL) or even fiber optic connections to the Internet, outside 
plant must be modernized and switching must be migrated to new platforms. These 
investments may not be justified by market conditions in low density high cost rural 
areas, so the RUS program provides important financial incentives for additional in- 
vestment which encourages rural telecommunications companies to build facilities 
which allow advanced services, including distance learning and telemedicine, to be 
provided. The externalities measured in terms of economic development and human 
development more than justify this investment in the future by the federal govern- 
ment. 

Greater bandwidth and packet switching capabilities are crucial infrastructure 
elements which will allow rural businesses, schools and health care facilities to take 
advantage of the other programs available to them as end users. The money spent 
on having the most modern and sophisticated equipment available at the premises 
of businesses, schools or clinics is wasted if the local telecommunications company 
cannot afford to build facilities that quickly transport and switch the large amounts 
of voice, video and data that these entities generate. RUS funding enhances the 
synergies among the FCC and RUS programs targeted at improving rural education 
and health care through telecommunications. 

RUS endures because it is a brilliantly conceived public-private partnership in 
which the borrowers are the conduits for the federal government benefits that flow 
to rural telephone customers, the true beneficiaries of the RUS program. The gov- 
ernment’s contribution is leveraged by the equity, technical expertise and dedication 
of local telecom companies. The small amount of government capital involved is 
more than paid back through a historically perfect repayment record by telecom bor- 
rowers, as well as the additional tax revenues generated by the jobs and economic 
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development resulting from the provision and upgrading of telecommunications in- 
frastructure. RUS is the ideal government program — it provides incentives where 
the market does not for private companies to invest in infrastructure promoting 
needed rural economic development, it allows citizens to have access to services 
which can mean the difference between life and death, and it has never lost a nickel 
of taxpayer money because of a telecom carrier default. 

Recommendations 

For fiscal year 2008, this Committee should set the loan levels and necessary as- 
sociated subsidy amounts for the 5 percent direct loan program and cost of money 
loan programs consistent with the levels recommended in the President’s budget. 
The guaranteed telecommunications loan program should also be funded at the level 
requested in the budget. 

Congress and the President have recognized the tremendous potential of 
broadband technology to enhance human and economic development in rural areas 
by establishing as a priority loans for the deployment of such technology in rural 
areas. USTelecom urges the provision of funding for these loans sufficient to support 
$500,000,000, the same amount adopted in the 2006 appropriations act. The capital 
intensive nature of the telecommunications industry, particularly with respect to 
implementation of broadband, requires a stable and predictable source of funds. 
Congress should be lauded for its recognition of the importance of broadband deploy- 
ment to our Nation’s economy and particularly for the recognition, through support 
of the RUS program, of the tremendous impact broadband telecommunications can 
have on economic growth and development in rural America. The pilot broadband 
grant program, initiated by Congress in previous appropriations acts, should be re- 
newed at a higher level and increased funding should be provided so that a portion 
of the authorized levels for broadband loans can be allocated to reduced interest rate 
loans. 

Improving the Effectiveness of the RUS Broadband Program 

Redirecting Broadband Program Funding to Unserved Areas. — Since the inception 
of the broadband program, RUS has used a substantial portion of the available 
funds to make loans to areas that already have broadband service. RUS justifies 
these loans for duplicative facilities with the contention that service in these areas 
is inadequate and so the areas are “underserved”, thereby permitting such duplica- 
tion. For purposes of making broadband loans, RUS defines broadband service as 
200 kbps. Yet when determining whether an area is underserved, RUS will make 
a loan to any entity which promises a faster speed than is provided by the incum- 
bent, even if the incumbent is providing service far in excess of the 200kbps stand- 
ard RUS has set for new loans. RUS should be directed to use the same standard 
for new broadband loans as for the determination that an area is “underserved”. 

RUS also has determined that an area is underserved if the applicant seeking to 
provide duplicative service will offer a substantial price differential relative to the 
incumbent. RUS has no objective standard for determining what constitutes a “sub- 
stantial price differential”. RUS should be directed to establish an objective stand- 
ard through report language. 

The RUS broadband program should exclusively focus on extending the reach of 
broadband in rural America with a goal of ubiquitous deployment. Making loans for 
duplicative facilities and service, when other citizens in rural America reside in 
areas with no service at all, is a waste of scarce government resources. To properly 
redirect government funds to areas unserved by broadband, Congress should clarify 
that loans funds not be used for duplicative facilities, and should reaffirm that the 
non-duplication requirements of Title II of the Rural Electrification Act are equally 
applicable to the Title VI broadband program. The Undersecretary for Rural Devel- 
opment should be required to make a legal finding that any loan for broadband will 
not result in a duplication of facilities. To assist the Undersecretary in making this 
finding, RUS broadband applications should include the identity, list of services and 
charges as well as the service areas of the incumbent provider. Also, to the extent 
that they do not conflict, Congress should reaffirm that all the provisions of Title 
II, such as those relating to area coverage and loan feasibility, are equally applica- 
ble to the Title VI broadband program. 

Congress Should Amend the Farm Bill to Improve the Efficiency of the Broadband 
Program. — The statutory exclusion of companies with more than 2 percent of that 
Nation’s access lines from the broadband program is an unfortunate policy decision 
that limits the effectiveness of RUS in targeting funds to unserved areas. The RUS 
telephone program contains no such exclusion. Rural customers, the true bene- 
ficiaries of the RUS program, should not be denied its benefits because of the iden- 
tity of the carrier from which they receive service. Similarly, the statutory require- 
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ment that the term of broadband loans cannot exceed the expected useful life of the 
facilities being financed increases the size of periodic loan repayments and dimin- 
ishes loan feasibility. Since RUS has a lien on all the property of the borrower, not 
just the new facilities, in most instances there is more than sufficient security for 
the loan for the broadband equipment. As long as the security of the government’s 
loan is sufficient, the term of the loan in relation to the life of the facilities financed 
is irrelevant. 

Congress Should Take Action to Improve the Feasibility of Loans in Unserved 
Areas by Renewing the Pilot Broadband Grant Program at a Higher Level and In- 
creasing Funding to Permit Reduced Interest Rate Loans. — The RUS program is a 
public/private partnership. The government provides funds to fulfill a social goal 
and the borrowers use those funds to implement that goal in a way that makes 
sense for their business. Both goals are met when the revenues from the financed 
facilities generate sufficient revenue to repay the loan according to its terms. Pro- 
viding broadband service in rural and remote areas currently unserved is a finan- 
cially challenging proposition. While cost of money loans may provide a cost savings 
sufficient to make a project financially doable in some areas, other areas may need 
below cost loans or a combination of loans and grants in order to ensure feasibility. 
The pilot broadband grant program should be renewed at a higher level and in- 
creased funding should be provided so that a portion of the authorized levels for 
broadband loans can be allocated at reduced interest rates to accelerate deployment 
of broadband facilities in rural areas. 

Elimination of the Seven Percent cap on the Interest Rate for the “Cost of Money” 
Program 

For a number of years, through the appropriations process, Congress has elimi- 
nated the seven percent “cap” placed on the insured cost-of-money loan program. 
The elimination of the cap should continue. If long term Treasury interest rates ex- 
ceeded the 7 percent ceiling contained in the authorizing act, the subsidy would not 
be adequate to support the program at the authorized level. This would be ex- 
tremely disruptive and hinder the program from accomplishing its statutory goals. 
Accordingly, USTelecom supports continuation of the elimination of the seven per- 
cent cap on cost-of-money insured loans in fiscal year 2008. 

Recommended Loan Levels 

USTelecom recommends that the telephone program loan levels for fiscal year 
2008 be set as follows: 


Insured 5 percent Direct Loans 

Insured Cost-of-Money Loans 

Loan Guarantees 

Broadband Telecommunications Loans 


$145,000,000 

250.000. 000 

295.000. 000 

500.000. 000 


Total 


1,190,000,000 


Loans and Grants for Telemedicine and Distance Learning 

USTelecom supports the continuation of $25 million in grants for distance learn- 
ing and telemedicine, as provided in the President’s budget. As we move into the 
Information Age with the tremendous potential of the Internet to increase produc- 
tivity, economic development, education and medicine, such funds can help continue 
the historic mission of RUS to support the extension of vital new services to rural 
America. 

Recertification of Rural Status Would Be Disruptive and Chill Rural Telecom Invest- 
ment 

The Administration’s budget notes that USDA will propose rule changes to re- 
quire recertification of rural status for each electric and telecommunications bor- 
rower on the first loan request received in or after 2008 and on the first loan re- 
quest received after each subsequent Census. Telecom construction and investment 
is a long term continuous process, not a project by project proposition. The uncer- 
tainty created by the possibility of decertifying a borrower as rural after it has es- 
tablished a relationship with RUS and begun borrowing funds for expansion and up- 
grading according to a long term plan would be disruptive and discourage borrowers 
from participating in the RUS program, thereby denying its benefits to subscribers. 
The “once rural always rural” practice of RUS has been extraordinarily successful 
at providing needed long term capital, at a careful and measured pace, to telecom 
carriers intent on expanding and upgrading service to promote rural economic devel- 
opment. Congress should deny funding in fiscal year 2008 for such a rule change. 
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Conclusion 

Our members take pleasure and pride in reminding the Committee that the RUS 
telecommunications program continues its perfect record of no defaults by tele- 
communications carriers in over a half century of existence. RUS telecom borrowers 
take seriously their obligations to their government, their Nation and their sub- 
scribers. They will continue to invest in our rural communities, use government loan 
funds carefully and judiciously, and do their best to assure the continued afford- 
ability of telecommunications services in rural America. Our members have con- 
fidence that the Committee will continue to recognize the importance of assuring a 
strong and effective RUS Telecommunications and Broadband Program through au- 
thorization of sufficient funding and loan levels. 


Prepared Statement of the University of Southern Mississippi and the 
Mississippi Polymer Institute 

Mr. Chairman, distinguished Members of the Subcommittee, I thank you for this 
opportunity to provide testimony describing ongoing research and commercializing 
efforts of The University of Southern Mississippi (USM) and the Mississippi Poly- 
mer Institute. I am very grateful to the Subcommittee for its leadership and the 
continued support of the Institute and its work. This testimony will include an up- 
date on the progress of the Institute since my testimony of approximately one year 
ago. During the past year, our efforts have focused principally on two research and 
commercialization areas. One effort involves our novel, agricultural-based inventions 
in emulsion polymerizations, and the other is to produce a commercial quality, form- 
aldehyde-free, soybean based adhesive for composite board materials, specifically, 
particleboard. During the past year, we have advanced emulsion polymerization 
technology, and continued to refine the soy adhesive while preparing lab scale 
particleboards that now exceed all levels of commercial specifications for 
particleboard. It is my strong belief that additional research can expand the com- 
mercial use of the products and technology produced in these projects. However, 
more work must be accomplished to capitalize upon the variety of current and po- 
tential uses for these novel agricultural derived technology developments. I will dis- 
cuss the progress for each of these research and development thrusts to provide 
maximum clarity. 

Seven patents, patent applications, and memorandums of invention were gen- 
erated in 2006. Additionally in 2006, seven manuscripts were published, seven pres- 
entations to technical societies were given, and students who have performed lab- 
oratory research have won three awards. We remain energized, active, and success- 
ful at utilizing funding to increase the value of agricultural products and co-prod- 
ucts, and discovering viable methods for utilizing agricultural-based products as al- 
ternatives or supplements to petroleum-derived materials. The success of our tech- 
nology depends upon the use of agricultural materials as the primary building 
blocks for emulsion-derived polymers, and thus clearly offers opportunities for using 
ag-derived materials as a basic feedstock in the polymer industry. The same is true 
for the use of soybeans as an alternative to formaldehyde, a known carcinogen. 

The 2006-2007 research and development year was quite successful resulting in 
several pilot plant trials and planned commercial scale production for vegetable oil- 
based monomers and polymers. Vegetable oil macromonomers (VOMMs) have 
proved valuable in the synthesis of zero volatile organic content (VOC) architectural 
latexes, associative thickeners in coatings, as well as serving as the polymer infra- 
structure for Navy Haze Gray paint. The DOD is desirable of a replacement tech- 
nology that excludes flammable organic solvents, contains zero VOCs, and matches 
or exceeds current performance requirements. We are happy to report that these re- 
quirements have been realized by use of unique agricultural-derived monomer tech- 
nology invented in these laboratories. Vegetable oil-based monomers and latexes de- 
rived from this technology are being evaluated for use in adhesives, foams, wood 
composites, and several different coatings applications. Our VOMM synthesis tech- 
niques have been optimized to achieve greater than 90 percent conversion, pro- 
ducing only glycerol as a byproduct. The revised and now accepted synthetic proce- 
dure affords a useful, polymerizable VOMM without extraordinary methods or proc- 
esses, thus reducing the cost of manufacture. During 2005 and 2006, our successful 
and novel synthetic techniques have allowed the synthesis of new emulsion poly- 
mers whose composition contains up to 70 percent VOMM by weight (based upon 
polymer solids). Moreover, this technology provides chemically and physically stable 
polymers suitable for a variety of end uses, particularly in coatings formulations. 
A significant advancement this year is attributed to our new level of control and 
understanding between monomer design and partitioning during the emulsion po- 
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lymerization process. The novel derivatives provide VOMMs that are more readily 
copolymerizable with common commercial monomers. 

As an example of the potential impact of monomers and polymers derived from 
this technology, the following statistics are cited. In 2004, sales of low gloss water 
thinned paints (including tinting bases) were 181 million gallons, with a value of 
$1,551 million (www.census.gov.mcd). A 1 percent share of this market within two 
years would amount to 1.81 million gallons of low gloss paint. A typical flat latex 
paint contains 1,200 g of latex per gallon. With latexes containing 20 percent soy- 
bean oil derivatives, this market share would consume 950,000 lbs of soybean oil 
or 89,540 bushels (up to 70 percent soy oil derivatives have already been achieved 
in 2005-2006). It would not be unrealistic to expect that in five years, a market 
share of 5 percent resulting in the annual consumption of 447,700 bushels of soy- 
beans for high value-added monomers and high performance decorative and protec- 
tive coatings. The environmental impact has potential to reduce volatile organic 
emissions by 3.6 million lbs per year at only 1 percent market share (data 250 g/ 
L VOC 3.78L/gal, 1.81 million gallons and 1 percent market share). 

Vernonia oil, a naturally occurring epoxidized oil, was reacted with supercritical 
carbon dioxide to yield carbonated vernonia oil. This derivative has much lower vis- 
cosity than its synthetic analogs and can serve as a precursor for synthesizing 
isocyanate-free polyurethanes. The synthesis is an attractive option for reducing 
global levels of carbon dioxide while utilizing mainly natural products. Additionally, 
vernonia oil was modified to yield a novel polyol that resulted in lower viscosity 
than commercial, petrochemical-based polyol at the same hydroxyl value. This polyol 
was the key component in the synthesis of rigid foams that meet or exceed the me- 
chanical performance of commercial foams based on petrochemical derivatives. 

A soybean oil-based VOMM was employed in the synthesis of associative thick- 
eners for use with commercial latexes. The biobased thickener provided improved 
thickening efficiency when compared to commercial petrochemical-based thickeners 
at equal concentrations. The soybean oil-based VOMM was also used in the syn- 
thesis of a biobased ultraviolet absorber (UVA). The UVA displayed good gloss re- 
tention properties and its synthesis is being optimized to improve its effect on color 
retention. 

Commercial nail polishes contain very high amounts of organic solvents which 
constitute volatile organic compounds (VOCs) and negatively impact the environ- 
ment. VOMM-based latexes, without the organic solvents, were formulated into en- 
vironmentally-responsible, glossy nail polishes with acceptable dry times and water 
resistance properties. 

In summary, commercialization efforts have continued over the past year with wa- 
terborne architectural coatings, new technology to meet DOD needs for Navy Haze 
Gray waterborne paint, environmentally-responsible nail polish formulations, asso- 
ciative thickeners, and UV absorbers. Patents have been approved; new patent ap- 
plications have been submitted; high performance monomers have been created and 
scaled-up for manufacture at toll production levels; new higher performing coatings 
have been designed, manufactured, formulated, and tested; and formulation efforts 
have been directed toward the generation of high performance, low odor, and low 
VOC coatings. We are optimistic that commercialization and sales of one or more 
of these ag-derived products will be realized in the year ahead. 

In yet another of our novel ag-based technologies, we have developed formalde- 
hyde-free adhesives for use in particleboard composites. The developmental adhesive 
is composed of soy protein isolate (SPI), and lab produced particleboards made with 
this formaldehyde-free adhesive meet or exceed industry performance requirements 
as defined by ANSI standards for Ml, M2, M3, and M-S grade boards. Processing 
and board production are compatible with current equipment and methodologies. 
Sustained research efforts have resulted in higher adhesive solids resulting in faster 
line speeds. Plant trials conducted with this novel soy-derived adhesive at a com- 
mercial particleboard manufacturing plant generated boards that were consistent 
with boards made in our laboratories under similar processing conditions. 
Particleboards typically employ wood chips as the discontinuous phase. Alternate 
sources of wood furnish are of interest in expanding the utility of soybean protein 
adhesive in composite applications. We have developed biobased composites using 
our soybean protein-based adhesive in conjunction with alternative materials such 
as cork, vermiculite, kenaf, and recycled paper, while polycaprolactone, defatted soy 
flour, lignin, and cellulose were evaluated as additives. 

In 1983, the Mississippi Legislature authorized the Mississippi Polymer Institute 
at USM to work closely with emerging industries and other existing polymer-related 
industries to assist with research, problem solving, commercializing efforts, and 
workforce development. The Institute has maintained that thrust during the past 
year with much success. In fact, while manufacturing jobs alone in Mississippi have 
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declined over the past 10 years, manufacturing jobs in the plastics sector have con- 
tinued to increase (45 percent growth in 2004). The Institute provides industry and 
government with applied or focused research, development support, commercializing 
assistance, and workforce development. This effort complements existing strong ties 
with industry and government involving exchange of information and improved em- 
ployment opportunities for USM graduates. Most importantly, through basic and ap- 
plied research coupled with developmental and commercializing efforts of the Insti- 
tute, the School of Polymers and High Performance Materials continues to address 
national needs of high priority. 

Our research remains focused on the study and development of technology plat- 
forms that facilitate further commercialization of alternative agricultural crops for 
use in the polymer industry. The polymer industry maintains its position as the sin- 
gle largest consumer of petroleum chemical intermediates in the world. The finite 
supply of petroleum resources has resulted in extreme price pressures as worldwide 
demand continues to increase. Unfortunately, this feedstock normally generates 
non-biodegradable raw materials that are not carbon neutral, and therefore do not 
represent a sustainable alternative for economic development in the polymer indus- 
try. The theme of our work is to develop high performance, and environmentally re- 
sponsible technology utilizing agricultural intermediates. In this way, we as a Na- 
tion can improve our environment, reduce our dependence on imported petroleum, 
and keep America’s farmlands in production. As farm products meet the industrial 
needs of the American society, rural America is the benefactor. Heretofore, these 
successful efforts to utilize alternative agricultural products as an industrial feed- 
stock continue to receive more and more attention but drastically less than these 
high tech innovations and opportunities warrant. Your decisions are crucial to the 
accomplishment of these goals as funding from this Subcommittee has enabled us 
to implement and maintain an active group of university-based polymer scientists 
whose energies are devoted to commercializing alternative crops. We are most grate- 
ful to you for this support, and ask for your continued commitment. 

Polymers, which include fibers, plastics, composites, coatings, adhesives, inks, and 
elastomers, play a key role in the materials industry. They are used in a wide range 
of industries including textiles, aerospace, automotive, packaging, construction, med- 
ical prosthesis, and health care. In the aerospace and automotive applications, re- 
duced weight and high strength make them increasingly important as fuel savers. 
Their non-metallic character and almost unlimited design potential support their 
use for many national defense purposes. Moreover, select polymers are possible sub- 
stitutes for so-called strategic materials, some of which come from potentially unreli- 
able sources. 

As a polymer scientist, I am intrigued by the vast opportunities offered by Amer- 
ican agriculture. As a professor, however, I continue to be disappointed that few of 
our science and business students receive training in the polymer-agricultural dis- 
cipline despite its enormous potential. At USM, we are attempting to make a dif- 
ference by showing others what can be accomplished if appropriate time, energy, 
and resources are devoted to the understanding of ag-based products. For more than 
40 years, I have watched the evolution of polymers where almost each new product 
offered the opportunity for many more. Although polymer science as a discipline has 
experienced expansion and a degree of public acceptance, alternative agricultural 
materials in the polymer industry continue to be an underutilized national treasure. 
Now is the ideal time for agricultural materials to make significant inroads as envi- 
ronmentally-responsible, biodegradable, and renewable raw materials. 

U.S. agriculture has made the transition from the farm fields to the kitchen ta- 
bles, but America’s industrial community continues to be frightfully slow in adopt- 
ing ag-based industrial materials. The prior sentence was included in my last four 
testimonies but continues to ring true, even as I write this report. We are making 
progress and we must persist. We must aggressively pursue this opportunity and 
in doing so: 

— Intensify United States efforts to commercialize alternative crops and dramati- 
cally reduce atmospheric VOC emissions and odor for a much cleaner and less 
noxious air for all Americans. 

— Reduce United States reliance on imported petroleum. 

— Maintain a healthy and prosperous farm economy. 

— Foster new cooperative opportunities between American farmers and American 
industry. 

— Create advanced polymer technology-based manufacturing jobs that cannot be 
easily exported to other countries. 

— Maintain our innovative and developmental competitive edge over other less en- 
vironmentally-responsible countries and less competitive economies. 
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Mr. Chairman, your leadership and support are deeply appreciated by the entire 
University of Southern Mississippi community. While I can greatly appreciate the 
financial restraints facing your Subcommittee, I feel confident that further support 
of the Mississippi Polymer Institute will continue to pay dividends by way of in- 
creasing commercialization opportunities for agricultural materials in the American 
industry. Advances in polymer research are crucial to food, transportation, housing, 
and defense industries. Our work has clearly established the value of ag products 
as industrial raw materials, and we must move it from the laboratories to the indus- 
trial manufacturing sector. Only then can the United States enjoy the cleaner and 
safer environment that these technologies offer, as well as new jobs, and expanded 
opportunities for the U.S. farmer. We are most grateful for the support provided by 
you in the past. The funding you provided has facilitated laboratory work to be con- 
ducted, manufacturing scale-up to be accomplished, and ensured sales (although 
limited) of products based on this technology. However, additional funds are needed 
to make these technologies cost effective while maintaining the high performance 
standards to which we are accustomed. Pilot scale processes are necessary to move 
this technology into the market place, and will be the principal focus of our upcom- 
ing work. Of course, while working to achieve commercialization, we are committed 
to continue technology advancement, as will basic research on those topic areas 
where knowledge is required. 

Since our testimony last year, our research and development efforts have effec- 
tively shown that sustained research has expanded the viability of agricultural de- 
rivatives. Indeed, the technology is maturing, which must be followed by marketing 
and sales to realize full potential. Thus, we are asking for your support to advance 
these technologies to the market place, and to continue our development of other 
useful ag-derived technologies. We therefore respectfully request $1.5 million in 
Federal funding to more fully exploit the potential of commercializing the tech- 
nologies described herein. We have shown that we can be successful, yet we need 
additional resources to optimize the potential of the knowledge creation described 
herein. Our efforts will be recognized as instrumental in developing a “process” for 
the commercialization of new ag-based products. We have proven that we are suc- 
cessful in developing technologies from the “idea” stage to scale-up for commer- 
cialization in several market areas. Thank you, Mr. Chairman and Members of the 
Subcommittee, for your support and consideration. 


Prepared Statement of the Upper Mississippi River Basin Association 

The Upper Mississippi River Basin Association (UMRBA) is the organization cre- 
ated in 1981 by the Governors of Illinois, Iowa, Minnesota, Missouri, and Wisconsin 
to serve as a forum for coordinating the five States’ river-related programs and poli- 
cies and for collaborating with Federal agencies on regional water resource issues. 
As such, the UMRBA has an interest in the budget for the U.S. Department of Agri- 
culture’s conservation programs and technical assistance. 

Of particular importance to the UMRBA is funding for the Conservation Reserve 
Program (CRP), Wetlands Reserve Program (WRP), Environmental Quality Incen- 
tives Program (EQIP), and Conservation Security Program (CSP). Taken together, 
these four programs provide an invaluable means for the USDA to work with land- 
owners, local conservation districts, and the States to maintain agricultural produc- 
tivity while protecting the nation’s soil and water resources. CRP, WRP, EQIP, and 
CSP are key non-regulatory elements in the States’ efforts to address agricultural 
sources of water quality impairment through the Total Maximum Daily Load pro- 
gram and can help address the national concern with hypoxia in the Gulf of Mexico. 

Conservation Reserve Program 

The UMRBA supports President Bush’s fiscal year 2008 budget request of $2 bil- 
lion for the Conservation Reserve Program, a slight increase over fiscal year 2007. 
Through CRP, farmers and ranchers can voluntarily establish long term conserva- 
tion practices, such as filter strips and riparian buffers, on highly erodible and envi- 
ronmentally sensitive cropland. 

In the UMRBA States (Illinois, Iowa, Minnesota, Missouri, and Wisconsin), total 
CRP enrollment is currently 7.1 million acres, or approximately 19 percent of the 
national CRP acreage. Yet the five States’ CRP enrollment represents 41 percent 
of the total number of CRP contracts, 40 percent of the total number of farms en- 
rolled nationwide in the CRP, and 32 percent of the total annual CRP rental pay- 
ments. CRP contracts expiring in 2007 cover 2 million acres in the five UMRBA 
States. Preliminary data indicate that 77 percent of those expiring acres will be re- 
enrolled or extended. 
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All five UMRBA States also have active Conservation Reserve Enhancement Pro- 
grams (CREP) tailored to meet their priority conservation needs. Current CREP en- 
rollment in the five States is over 261,000 acres, or 28 percent of the national total. 
These rates of participation clearly demonstrate the importance of the CRP and 
CREP in the nation’s agricultural heartland and reflect the compatibility of these 
programs with agricultural productivity. 

Wetlands Reserve Program 

The President’s fiscal year 2008 budget proposes $455 million for the Wetlands 
Reserve Program, an increase of 72 percent over fiscal year 2007 spending esti- 
mates. UMRBA applauds this substantial increase and the Administration’s goal of 
enrolling 250,000 acres, bringing the total acres to WRP’s authorized program cap. 

WRP easements have proven to be important tools for restoring and protecting 
wetlands in agricultural areas. This is clearly evident from the overwhelming land- 
owner response and the resulting improvements to water quality and habitat. From 
fiscal year 1992 through fiscal year 2006, NRCS has enrolled 2,680 contracts in Illi- 
nois, Iowa, Minnesota, Missouri, and Wisconsin totaling more than 352,000 acres, 
or 19 percent of the national total. In fiscal year 2006, $56.3 million of WRP funding 
was allocated to the five Upper Mississippi River States, representing a quarter of 
all WRP investment that year. Yet the future viability of WRP is in question as a 
result of the 2006 change in the way USDA appraises property for WRP easements. 
The new “Yellow Book” appraisal system has resulted in lower price-per-acre offers, 
making enrollment in WRP less attractive for many landowners and potentially 
leading to enrollment of less environmentally valuable lands. UMRBA is concerned 
that WRP target the most ecologically valuable wetland areas and thus urges Con- 
gress and USDA to evaluate the impacts of the new WRP appraisal system and take 
action to maintain the program’s future effectiveness. 

Environmental Quality Incentives Program 

In contrast to conservation programs that protect land and water resources by 
curtailing production on sensitive lands, the Environmental Quality Incentives Pro- 
gram (EQIP) supports conservation on working lands. Promoting agricultural pro- 
duction and environmental quality as compatible goals is particularly important in 
the Midwest agricultural heartland. 

The President is proposing to fund EQIP at $1.0 billion in fiscal year 2008, essen- 
tially unchanged from the fiscal year 2007 funding level. The UMRBA supports this 
investment, noting that EQIP is a tremendously popular conservation program in 
the 5 States of the Upper Mississippi River Basin. In fiscal year 2006, $75.7 million 
was paid for conservation practices completed in UMR States under 1997-2006 
EQIP contracts. In addition, 5700 new EQIP contracts were approved in fiscal year 
2006 in the UMR States, obligating $97 million in future financial assistance. Yet 
that same year, an additional 6700 applications, totaling $125 million, were left un- 
funded. 

Conservation Security Program 

The President’s fiscal year 2008 budget request of $316 million for the Conserva- 
tion Security Program (CSP) reflects a 22 percent increase over fiscal year 2007 for 
this popular voluntary program, which provides financial and technical assistance 
to agricultural producers who implement conservation measures on working lands. 
However, the President’s proposed funding level will only be sufficient to continue 
to support CSP contracts signed in prior years. No new enrollments would be offered 
in 2008. Given the popularity and effectiveness of the CSP, the UMRBA urges Con- 
gress to consider increasing CSP funding beyond what the Administration has pro- 
posed to enable additional eligible acreages to benefit. 

In the first 3 years of CSP (2004-2006), 28 of the 280 eligible watersheds in the 
nation were in the 5 States of the Upper Mississippi River Basin. Within those 28 
watersheds, there are 6,139 approved CSP contracts, which constitute nearly one- 
third of all CSP contracts, and total $56 million in approved payments. 

In fiscal year 2007, there are 51 additional watersheds eligible for CSP nation- 
wide, including one in each of the 5 UMRBA States. 

Conservation Technical Assistance 

Through the Conservation Technical Assistance (CTA) program, NRCS provides 
the technical capability that helps people plan and apply conservation on the land. 
NRCS works through and in partnership with conservation districts to assist indi- 
viduals and groups in assessing conservation needs and planning, designing, and in- 
stalling conservation practices. In addition, the CTA program assists in preparing 
landowners to participate in USDA conservation financial assistance and easement 
programs, provides emergency disaster technical assistance, and enables NRCS to 
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coordinate with other programs such as U.S. EPA’s nonpoint source management 
program and U.S. Fish and Wildlife Service’s Partners for Wildlife. Approximately 
$91 million in CTA funding was allocated to the five UMRBA States (Illinois, Iowa, 
Minnesota, Missouri, and Wisconsin) in fiscal year 2006. 

Given that CTA is the foundation for much of the nation’s private lands conserva- 
tion assistance, UMRBA supports the President’s fiscal year 2008 funding request 
of $679 million for CTA, a 3 percent increase over the fiscal year 2007 estimated 
spending level. 

Watershed Programs 

The UMRBA is concerned that the President is proposing deep cuts to NRCS’s 
watershed programs, including total elimination of the Watershed and Flood Pre- 
vention Operations program, which funds Public Law 566 and Public Law 534 
projects. Funding for Watershed Operations has declined substantially over the past 
20 years, from an historical high of $199 million in fiscal year 1994 to only $74 mil- 
lion in fiscal year 2006. And yet this program provides significant local, regional, 
and national benefits, by addressing watershed protection, flood prevention, erosion 
and sediment control, water supply, water quality, water conservation, agricultural 
drought problems, rural development, municipal and industrial water needs, up- 
stream flood damages, fish and wildlife habitat enhancement, and wetland creation 
and restoration. In September 2005 there were $1.85 billion of unfunded Federal 
commitments to Public Law 566 and Public Law 534 projects nationwide, with $208 
million of that in the States of Illinois, Iowa, Minnesota, and Missouri. Despite the 
fact that Public Law 566 and Public Law 534 projects in these 4 States were allo- 
cated 31 percent of the total national funding in fiscal year 2006, that amount 
($21.7 million) was far less than the $208 million backlog. In fiscal year 2006, al- 
though there was only $69 million allocated for watershed protection and flood pre- 
vention operations nationwide, there were funding requests totaling over $174 mil- 
lion, $44 million of which were in the five UMRBA States. Rather than eliminating 
this important program, UMRBA urges that it be funded at least equal to the fiscal 
year 2006 level. 

The rehabilitation of aging flood control dams must also be addressed. Of the 
11,000 Public Law 534 and Public Law 566 dams nationwide, more than 3,000 will 
reach the end of their design life by 2013. Recognizing this fact, Congress authorized 
the Watershed Rehabilitation Program in 2000 and authorized significant new fund- 
ing for the program in the 2002 Farm Bill. However, that authorization expires at 
the end of fiscal year 2007. Nevertheless, the President has proposed $6 million for 
the Watershed Rehabilitation program in fiscal year 2008, targeting it exclusively 
on technical assistance. That amount is well below the recent funding levels of $30 
million and only a small fraction of the $150 million authorized for fiscal year 2007. 
Repair, upgrade, or removal of aging dams, which could become a threat to public 
health and safety, is extremely important and UMRBA thus urges Congress to reau- 
thorize and increase funding for the Watershed Rehabilitation Program. 


Prepared Statement of the USA Rice Federation 

This is to convey the rice industry’s request for fiscal year 2008 funding for se- 
lected programs under the jurisdiction of your respective subcommittees. The USA 
Rice Federation appreciates your assistance in making this letter a part of the hear- 
ing record. 

The USA Rice Federation is the national advocate for all segments of the rice in- 
dustry, conducting activities to influence government programs, developing and ini- 
tiating programs to increase worldwide demand for U.S. rice, and providing other 
services to increase profitability for all industry segments. USA Rice members are 
active in all major rice-producing states: Arkansas, California, Florida, Louisiana, 
Mississippi, Missouri, and Texas. The USA Rice Producers’ Group, the USA Rice 
Council, the USA Rice Millers’ Association, and the USA Rice Merchants’ Associa- 
tion are members of the USA Rice Federation. 

USA Rice understands the budget constraints the subcommittees face when devel- 
oping the fiscal year 2008 appropriations bill. We appreciate your past support for 
initiatives that are critical to the rice industry and look forward to working with 
you to meet the continued needs of research, food aid and market development in 
the future. 

A healthy U.S. rice industry is also dependent on the program benefits offered by 
the Farm Security and Rural Investment Act of 2002. Therefore, we oppose any at- 
tempts to modify the support levels provided by this vital legislation through more 
restrictive payment limitations or other means and encourage the subcommittees 
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and committees to resist such efforts during the appropriations process, in par- 
ticular with the 2002 farm bill up for reauthorization this year. 

A list of the programs the USA Rice Federation supports for appropriations in fis- 
cal year 2008 are as follows: 


FUNDING PRIORITIES 


Research and APHIS 

The Dale Bumpers National Rice Research Center should receive continued fund- 
ing at the fiscal year 2007 approved level, which was approximately $3.9 million, 
and appropriate additional funding to reflect any increased administrative and oper- 
ations costs. This center conducts research to help keep the U.S. rice industry com- 
petitive in the global marketplace by assuring high yields, superior grain quality, 
pest resistance, and stress tolerance. We urge you to provide full funding to the Dale 
Bumpers National Rice Research Center. 

In addition, we have attached information outlining the top priority research re- 
quest from the USA Rice Federation: funding for aromatic rice variety research at 
the Dale Bumpers Center. The request is for $250,000 for fiscal year 2008 for re- 
search to develop high-yielding, high-quality domestic aromatic rice varieties for the 
U.S. rice industry. Further details and specifics of this request are attached in a 
separate document. 

For the Western Regional Research Center, in Albany, California, we support the 
Administration’s budget proposal for the Renewable Energy Resources within the 
Agricultural Research Service (ARS) account. The total budget request for the Re- 
newable Energy Resources project is $10,954,000, of which, we understand, approxi- 
mately $5,399,000 is to be directed to the Albany, CA facility for research on modi- 
fication of plant cell walls in energy crops and crop residues for efficient conversion 
to biofuels. 

This research will play a key role in the ability to utilize rice straw and other 
rice crop residues for the production of biofuels. Rice straw represents a current and 
ready-made feedstock that could meet a substantial portion of the demand for 
biofuels production in the regions of the country where rice is produced, including 
the Sacramento Valley of California. We urge you to fully fund this request as our 
researchers work to develop the technologies necessary to meet the ambitious goals 
for biofuels production set before us. 

For APHIS-Wildlife Services, we encourage the subcommittees to fund the Lou- 
isiana blackbird control project at $150,000. This program annually saves rice farm- 
ers in Southwest Louisiana over $4,000 per farm, or $2.9 million total. 

Market Access 

Exports are critical to the U.S. rice industry. Historically, 40-50 percent of annual 
U.S. rice production has been shipped overseas. Thus, building healthy export de- 
mand for U.S. rice is a high priority. 

The Foreign Market Development Program (FMD) allows USA Rice to focus on 
importer, foodservice, and other non-retail promotion activities around the world. 
For fiscal year 2008, FMD should be fully funded at no less than $34.5 million. 

The Market Access Program (MAP) allows USA Rice to concentrate on consumer 
promotion and other activities for market expansion around the world. For fiscal 
year 2008, MAP should be funded at no less than $200 million. 

In addition, the Foreign Agricultural Service should be funded to the fullest de- 
gree possible to ensure adequate support for trade policy initiatives and oversight 
of export programs. These programs are critical for the economic health of the U.S. 
rice industry. 

Food Aid 

We urge the subcommittees to fund Public Law 480 Title I. No Title I funding 
was provided in fiscal year 2007. At a minimum, fiscal year 2008 funding should 
be the same as 2006, the last year in which the program was funded. Public Law 
480 Title I is our top food-aid priority and we support continued funding in order 
to meet international demand. Food-aid sales historically account for an important 
portion of U.S. rice exports. 

For Public Law 480 Title II, we support funding for fiscal year 2008 at $1,632 
billion, which is its fiscal year 2006 level. We encourage the subcommittees to fund 
Title II at a level to ensure consistent tonnage amounts for the rice industry. We 
oppose any shifting of funds, as all Title II funds have traditionally been contained 
within USDA’s budget. We believe all food-aid funds should continue to be used for 
food-aid purchases of rice and other commodities from only U.S. origin. 

USA Rice supports continued funding at fiscal year 2006 levels, at a minimum, 
for the Food for Progress Program’s Public Law 480 Title I-sourced funding and at 
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fiscal year 2007 levels, at a minimum, for the program’s Commodity Credit Corpora- 
tion funding component. Funding for this program is important to improve food se- 
curity for food-deficit nations. 

The McGovern-Dole International Food for Education and Child Nutrition Pro- 
gram is a proven success and it is important to provide steady, reliable funding for 
multi-year programming. USA Rice supports funding at the $140 million level for 
this education initiative because it efficiently delivers food to its targeted group, 
children, while also encouraging education, a primary stepping-stone for populations 
to improve economic conditions. 

Other 

Farm Service Agency . — We encourage the subcommittees to provide adequate 
funding so the agency can deliver essential programs and services. The Agency has 
been hard hit by staff reductions and our members fear a reduction in service if suf- 
ficient funds are not allocated. 

Please feel free to contact us if you would like further information about the pro- 
grams we have listed. Additional background information is available for all of the 
programs we have referenced; however, we understand the volume of requests the 
subcommittees receive and have restricted our comments accordingly. 

Thank you for your consideration of our recommendations. 


Prepared Statement of the Western Coalition of Arid States (WESTCAS) 

The Western Coalition of Arid States (WESTCAS) is submitting this testimony to 
the Senate Appropriations Subcommittee on Agriculture regarding their hearing on 
the fiscal year 2008 U.S. Department of Agriculture budget, with specific reference 
to the 2007 Farm Bill proposals. My name is Charlie Nylander, and I represent the 
interests of WESTCAS and serve on the Board of Directors (representing the State 
of New Mexico) and as Treasurer. 

WESTCAS is a coalition of approximately 125 water and wastewater districts, 
municipalities, and professional organizations focused on water quality and quantity 
issues in eight western States, including: Arizona, California, Colorado, Idaho, Ne- 
vada, New Mexico, Oregon, and Texas. WESTCAS advocates wise use of water re- 
sources by promoting scientifically-sound laws, regulations, appropriations, and poli- 
cies that protect public health and the environment in the arid West. My testimony 
today focuses on those aspects of the fiscal year 2008 USDA budget and the 2007 
Farm Bill proposals that impact water quality and quantity in the arid West. 

This WESTCAS testimony will focus on two areas of importance to our member- 
ship, i.e. the conservation programs and the rural development programs. First, the 
Administration proposes to provide approximately 547,000 rural households with 
new and improved water and wastewater disposal facilities. The proposed $1.5 bil- 
lion funding level includes $1.2 billion in loans and $349 million in grants. This 
combination of funding represents a higher loan to grant ratio than exists in 2007, 
according to the budget proposal. However, USDA is proposing to reduce the inter- 
est rate on loans, and state that most rural communities would have lower repay- 
ment costs as a result of the combination of these changes. Although WESTCAS 
would like to see a significant increase in the proposed funding for this program, 
given the current national budget demands, we support the proposed funding levef 
and the approach taken with respect to loans and grants. 

The water and wastewater disposal program provides financing for rural commu- 
nities to establish, expand or modernize water treatment and waste disposal facili- 
ties. Eligibility if limited to communities of 10,000 or less in population which are 
unable to obtain credit elsewhere. In addition, they are available only to those com- 
munities with low median household income levels. The eight WESTCAS member 
western states contain hundreds of communities that meet these criteria. Moreover, 
due to the evolving demographics of the western United States, many of our rural 
communities are either seeing an influx of new residents who are moving to the 
area in their retirement, or are seeing a reduction in population due to a weakened 
economic picture and the lack of reasonable employment opportunities. In either 
case, the physical and financial impact on existing, aged, or needed water and 
wastewater infrastructure is demonstrable. These rural communities cannot cope 
with the maintenance or new development of adequate water and wastewater infra- 
structure without programs such as proposed in this fiscal year 2008 USDA budget 
request. 

I would like to provide an example in my own State of New Mexico. I currently 
facilitate the Espanola Basin Regional Planning Issues Forum (EBRPIF). This 
forum represents a government-to-government ad hoc group of 14 members rep- 
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resenting city, county, and tribal jurisdictions in Northern New Mexico. For the past 
three years, this forum has met monthly to candidly discuss planning issues of re- 
gional concern, with a focus on water and wastewater. The three county govern- 
ments represented among the 14 members contain rural communities that have 
populations of less than 10,000 people. Many of those communities are increasingly 
financially-burdened by water and wastewater infrastructure needs that result from: 
aged, existing infrastructure; population growth that demands new utility services; 
local groundwater contamination issues resulting from the existing use of on-site in- 
dividual liquid waste systems and historic use of cesspools (that are now illegal); 
inadequate operation and maintenance; declining groundwater levels in over-drafted 
aquifers; the effects of a 7 + year drought; naturally-occurring groundwater contami- 
nants that exceed new, and increasingly stringent drinking water standards, e.g. the 
U.S. Environmental Protection Agency’s standard for arsenic; and challenging new 
concerns for utility safeguards and security measures. All of these very typical fac- 
tors exacerbate the financial, planning, maintenance, and development demands af- 
fecting these small, rural communities, who without the availability of government 
program support, like the USDA Rural Development Program, would have no place 
fo turn. 

According to the Administrations proposal, these grants are limited to a maximum 
of 75 percent of project costs, but have typically averaged 35 to 45 percent of project 
costs. Program regulations stipulate that the grant amount should only be as much 
as necessary to bring the user rates down to a reasonable level for the area. Water 
and wastewater grant and loan funds are usually combined, based on the income 
levels of users and user costs. Throughout the WESTCAS western states, when it 
comes to financing water and wastewater infrastructure, all of the rural commu- 
nities are increasing user rates, while still needing to augment funding through fed- 
eral and state financing programs. Thus, WESTCAS strongly supports the continu- 
ation the USDA Rural Development Program. 

The second area of concern to WESTCAS, funding and technical assistance to sup- 
port the Farm Bill conservation programs is vital to the management of water re- 
sources in the arid West. The Administration’s proposal includes about $4 billion for 
these programs, an increase of $242 million over the 2007 level. This includes fund- 
ing for the Conservation Security Program at a level of $316 million, and increase 
of $57 million over 2007, in order to support prior year contracts. The budget also 
includes $455 million to enroll up to 250,000 acres in the Wetlands Reserve Pro- 
gram in 2008 to reach the program cap of 2,275,000 acres. In addition, the proposed 
budget includes $1 billion for the Environmental Quality Incentives Program 
(EQIP), enabling nearly 39,700 producers to participate in the program, covering 
nearly 21 million acres of land. The EQIP program will continue to emphasize land 
management practices. 

WESTCAS strongly supports the proposed conservation programs, however we 
have the following comments. 

— The Conservation Security Program pays farmers for improving soil and water 
quality or enhancing wildlife habitat. Some voices in Congress have recently ad- 
vocated also using these funds to promote the planting of energy crops. 
WESTCAS supports this program because it has a fundamental connection to 
water quality and quantity. By wisely managing the land, this USDA program 
has a very positive affect on non-point sources of water pollution. Sediment and 
nutrients are less likely to runoff and end up in the surface waters where they 
contribute to water pollution. In addition, this program can enhance the ability 
of soils to hold moisture and reduce the demands for irrigation water from sur- 
face or groundwater sources. Enhancing wildlife habitat is also a vital benefit, 
especially in those areas of the country, like the western states, where growth 
and development are increasingly marginalizing wildlife habitat. Additionally, 
if one examines other federal agency budgets, (like the Fish and Wildlife Serv- 
ice’s fiscal year 2008 proposed budget where grants are being eliminated that 
help landowners restore habitat for species on their land), there are proposed 
cuts in funding for wildlife habitat. Thus, the USDA program funding is of vital 
importance. 

WESTCAS supports increased appropriations for the Conservation Security 
Program, but does not want it be closed to new subscribers, as Secretary 
Johanns has recently proposed. Across the western states, many new opportuni- 
ties exist to improve soil and water quality and enhance wildlife habitat. Rather 
than cap the program to allow funding to present subscribers, WESTCAS be- 
lieves that it should be expanded, and that USDA should implement a moni- 
toring and reporting program to quantify, to the best of their ability, the bene- 
fits derived from the program’s implementation. A comprehensive monitoring 
program could be networked with other agencies such as the U.S. Geological 
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Survey, Bureau of Land Management, and Environmental Protection Agency, so 
as to more efficiently collect and quantify the data. Such monitoring and report- 
ing would greatly impact the continuation and expansion of this important pro- 
gram, and help assess the positive benefits being derived for water quality. 

Regarding the proposal to use these funds for the planting of energy crops, 
WESTCAS offers one caution. That caution concerns the impact of extensive 
new energy crop plantings on both water quantity and quality. By promoting 
the planting of energy crops, the USDA (or Congress) may be exacerbating the 
problems associated with nutrient-caused eutrophication of water resources due 
to seepage and/or runoff of applied crop nutrients that affect water quality. But 
more importantly, promotion of such planting may negatively impact the in- 
creasing strain on scarce water resources in the arid western states through the 
promotion of irrigated agriculture to produce energy. By promoting planting of 
energy crops, there is a promotion of irrigation which may have deleterious af- 
fects on both surface and groundwater resources in the arid West. Historically, 
USDA price supports for cotton, resulted in increased planting that resulted in 
excessive water level declines in important aquifers, such as the Ogalalla aqui- 
fer. Thus, prudent caution should be given when including such proposals in the 
program due to inadvertent consequences. 

— The Wetlands Reserve Program proposal for increased funding and maximizing 
the subscription acreage is heartily supported by WESTCAS. Although the arid 
West has minimal acres of wetlands, as a water quality organization WESTCAS 
recognizes the natural benefits of increased wetlands promoting water quality 
and wildlife. Wetlands are natural systems that greatly contribute to the pro- 
motion of water quality, and aid in providing buffer zones for riparian vegeta- 
tion that mitigate the affects of runoff events and flood flows. In the arid West, 
the use of artificial wetlands is utilized more and more in the treatment and 
reclamation of wastewater effluent. The natural purification processes that take 
place in a wetland environment greatly benefit water quality, and this USDA 
program is of great national import regarding the protection of water quality 
and provision of wildlife habitat. 

— WESTCAS strongly supports the Environmental Quality Incentive Program 
(EQIP). This program is very important in providing assistance to landowners 
that face serious natural resource challenges that impact soil, water, and re- 
lated natural resources. As was mentioned above regarding the Conservation 
Security Program, EQIP provides resources for those stewards of the land that 
are in need so as to enhance the natural resources. The EQIP financial re- 
sources improve water quality and quantity through the subscriber application 
of sound remedial projects that improve both land and water. 

— Lastly, WESTCAS supports the premise of the Healthy Forest Initiative in re- 
ducing the risk of catastrophic wildfires. It is very important that the USDA 
continue to implement this initiative, and reduce the risk of wildfire. Through 
hazardous fuel treatment, provision of adequate fire preparedness, and pro- 
viding technical assistance, the USDA is assisting the arid West in safe- 
guarding our vulnerable forested watersheds that provide the source of water 
for our cities, towns, industries, ranches and farms. During the past 7 years of 
sustained drought conditions, the arid West has felt the impact of catastrophic 
wildfire from California, across Arizona, through New Mexico and Colorado. 
Wildfires can destroy the vital watersheds upon which our populations depend 
for their annual and long-term supply of water. WESTCAS urges your support 
for the proposed budget for this important program. 

On behalf of WESTCAS, thank you for this opportunity to provide this testimony. 


Prepared Statement of the Society for Women’s Health Research and the 
Women’s Health Research Coalition 

On the behalf of the Society for Women’s Health Research and the Women’s 
Health Research Coalition, we are pleased to submit testimony in support of in- 
creased funding for the Food and Drug Administration, and more specifically for the 
Office of Women’s Health, a critical focal point within the Agency on women’s 
health. 

The Society is the only national non-profit women’s health organization whose 
mission is to improve the health of women through research, education, and advo- 
cacy. Founded in 1990, the Society brought to national attention the need for the 
appropriate inclusion of women in major medical research studies and the need for 
more information about conditions affecting women disproportionately, predomi- 
nately, or differently than men. 
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The Coalition was created by the Society in 1999 to give a voice to scientists and 
researchers from across the country that are concerned and committed to improving 
women’s health research. The Coalition now has more than 650 members, including 
leaders within the scientific community and medical researchers from many of the 
country’s leading universities and medical centers, directors from various Centers 
of Excellence on Women’s Health as well as leading voluntary health associations, 
and pharmaceutical and biotechnology companies. 

The Society and the Coalition are committed to advancing the health status of 
women through the discovery of new and useful scientific knowledge. We strongly 
believe that appropriate funding of the FDA by Congress is absolutely critical for 
the Agency to be able to maintain basic functions and to assure the American public 
of the safety of our food and drugs. More specifically, we recommend that Congress 
not only sustain but should increase funding for the Office of Women’s Health and 
its women’s health research programs. These programs, often conducted with the 
Agency centers, are necessary if we are to maintain any focus on women’s health 
within the Agency Furthermore, these programs are critical to improve care and in- 
crease awareness of disease specific impacts to women such as those associated with 
differences in the efficacy of drugs, devices and diagnostics, as a function of sex. 
Therefore, we strongly urge Congress to support a robust increase for fiscal year 
2008 budget for the FDA, and within that budget to provide the Office of Women’s 
Health funding of $5 million such that it may meet and exceed its program goals. 

OFFICE OF WOMEN’S HEALTH 

The Office of Women’s Health (OWH) at the FDA, established in 1994, plays a 
critical role in women’s health, both within and outside the Agency, supporting sex- 
and gender-based research, areas in which the Society has long been a proponent. 
OWH aims to provide scientific and policy expertise on sex and gender sensitive reg- 
ulatory and oversight issues; to correct gender disparities in the areas for which the 
FDA is responsible — drugs, devices, and biologies; and to monitor women’s health 
priorities, providing both leadership and an integrated approach across the agency. 
Despite inadequate funding, OWH provides all women with invaluable tools for 
their health. 

With little difficulty, OWH exhausts its tiny budget each year. For the past five 
years, OWH has been provided a flat budget of $4 million, which is, in essence, a 
decrease due to required Federal cost of living adjustments, benefit cost increases 
and other related issues. Despite this squeeze, the office has managed to advance 
its mission both within the Agency and externally through it research grants, drug 
and disease pamphlets and outreach programs. OWH’s pamphlets are the most re- 
quested of any documents at the government printing facility in New Mexico. (More 
than 3.5 million pieces are distributed to women across the Nation including target 
populations such as Hispanic communities, seniors and low income citizens.) Yet de- 
spite these successes, the OWH was targeted to have its fiscal year 2007 programs 
budget raided by $1.2 million, virtually shutting down the ability of this office to 
function for the rest of the year. Thankfully, this decision was reversed at the very 
last minute. 

Despite clear funding intentions within the Administration’s proposal for fiscal 
year 2008 for OWH to receive $4million, the FDA has indicated that it will be cut- 
ting the budget of OWH by $350,000 from the OMB designated amount of $4 mil- 
lion. These two actions (fiscal year 2007 and fiscal year 2008) taken together cause 
us great concern and set a precedent that leads us to believe the office’s 
functionality is in serious jeopardy. 

IT IS ABSOLUTELY CRITICAL FOR CONGRESS TO TAKE ACTION NOW TO HELP PRESERVE 
THE VITAL FUNCTIONS OF OWH 

Since its beginning, OWH has funded high quality scientific research to serve as 
the foundation for Agency activities that improve women’s health. To date, OWH 
has funded over 100 research projects with approximately $15.2 million. Intramural 
grants support projects within the FDA that address knowledge gaps or set new di- 
rections for sex and gender research. Extramural contracts leverage a wealth of ex- 
pertise and other resources outside the Agency to provide insight on regulatory 
questions pertinent to women’ health. All contracts and grants are awarded through 
a competitive process. A large number of these studies are published, many of which 
appear in peer reviewed journals. 

OWH has recently funded research to more fully understand heart disease in 
women. Despite being the number one cause of death, women with heart disease 
face misdiagnosis, delayed diagnosis, under-treatment, and mistreatment due to 
their under-representation in heart-related research studies. Extramural research 
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funded by OWH is looking into the use of coronary stents in women and problems 
associated with breast interference in interpretation of heart catherization studies. 

As part of its educational outreach efforts to consumers, OWH continues to work 
closely with women’s advocacy and health professional organizations to provide clar- 
ity on the results of the Women’s Health Initiative. Due to OWH efforts, an informa- 
tional fact sheet about menopause and hormones and a purse-sized questionnaire 
to review with the doctor were distributed to national and local print, radio, and 
Internet advertisements. OWH’s website received over three million hits to 
download campaign materials. This website provides free, downloadable fact sheets 
on over 40 different illnesses, diseases, and health related issues. 

In addition, OWH has recently completed medication chart brochures on seven 
chronic diseases. These are unique within the Agency. These charts list, in one 
place, all the medications that are prescribed and available for each disease. Again, 
the information is available on the website and is ideal for women to use in talking 
to their doctors, pharmacists or nurses about their treatment options. 

As a result of FDA information system aging, combined with the inability to keep 
pace with information technology needs due to budget constraints, the OWH has 
been unable to conduct much needed data analysis on women’s health and sex-re- 
lated differences. This effort originally started in 2001, when the Society submitted 
testimony on behalf of the OWH in support of a centralized FDA database to coordi- 
nate clinical trial oversight, monitor the inclusion of women in clinical trials, over- 
see the parameters of informed consent, and identify health provider training needs. 
As a result of Society efforts and this Committee’s commitment, in 2002 Congress 
provided the OWH with funds to develop an agency-wide database focused on wom- 
en’s health activities to include demographic data on clinical trials. OWH did begin 
developing this database, now known as the “Demographic Information and Data 
Repository”, to review clinical studies, enhance product labeling, identify knowledge 
gaps, and coordinate data collection. However, without the ability to match this ca- 
pability to the rest of the Agency efforts developing this important Repository have 
been halted at the present time. 

While progress has been made, the database is far from up and running due to 
the aging and outdated information technology systems of the Agency. Currently, 
the FDA receives large volumes of information in applications from drug manufac- 
turers for review and evaluation. The FDA reviewers must manually comb through 
the submitted drug trial reports and digital data in as many as twelve formats to 
evaluate a new drug’s safety and effectiveness. With no uniform system or database, 
reviewers must handpick sex, age, and ethnicity information manually from stacks 
of paper reports and craft their own data comparisons. This is time consuming, 
makes the review process less efficient, is error-prone and delays access to impor- 
tant information. Scientific and medical advances are occurring rapidly and the pub- 
lic needs and deserves access to the most recent and accurate information regarding 
their health. Therefore, in order to fully capitalize on the potential of the data ware- 
house and the resulting wealth of information, we urge Congress to commit $1 mil- 
lion to OWH for the Demographic Information and Data Repository. It is time for 
us all to recognize that the Agency must utilize up to date information technology 
and sorely needs the resources to maintain them. 

Scientists have long known of the anatomical differences between men and 
women, but only within the past decade have they begun to uncover significant bio- 
logical and physiological differences. Sex differences have been found everywhere 
from the composition of bone matter and the experience of pain, to the metabolism 
of certain drugs and the rate of neurotransmitter synthesis in the brain. Sex-based 
biology, the study of biological and physiological differences between men and 
women, has revolutionized the way that the scientific community views the sexes, 
with even more information forthcoming as a result of the sequencing of the X chro- 
mosome. The evidence is overwhelming, and as researchers continue to find more 
and complex biological differences, they are gaining a greater understanding of the 
biological and physiological composition of both sexes. 

Much of what is known about sex differences is the result of observational studies, 
or is descriptive evidence from studies that were not designed to obtain a careful 
comparison between females and males. The Society has long recognized that the 
inclusion of women in study populations by itself was insufficient to address the in- 
equities in our knowledge of human biology and medicine, and that only by the care- 
ful study of sex differences at all levels, from genes to behavior, would science 
achieve the goal of optimal health care for both men and women. Many sex dif- 
ferences are already present at birth, whereas others develop later in life. These dif- 
ferences play an important role in disease susceptibility, prevalence, time of onset 
and severity and are evident in cancer, obesity, coronary heart disease, immune dys- 
function, mental health disorders, and other illnesses. Physiological and hormonal 
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fluctuations may also play a role in the rate of drug metabolism and effectiveness 
of response in females and males. This research must be supported and encouraged. 

Building upon sex differences research, the Society encourages the establishment 
of drug-labeling requirements that ensure labels include language about differences 
experienced by women and men. Further, we advocate for research on the compara- 
tive effectiveness of drugs with specific emphasis on data analysis by sex. When 
available, this information should be on labels. 

Our country’s drug development process has succeeded in developing new and bet- 
ter medications to ensure the health of both women and men. However, there is no 
requirement that the data acquired during research of a new drug’s safety and effec- 
tiveness be analyzed as a function of sex or that information about the ways drugs 
may differ in various populations (e.g., women requiring a lower dosage because of 
different rates of absorption or chemical breakdown) be included in prescription 
drug labels and other patient educational and instructional materials. 

Proper drug labeling is not always the complete solution. If the drug is not one 
newly approved or if the sex-specific information is detected only in post-marketing 
studies, the drug label will not reflect sex specific information discovered to the pre- 
scribing physician, and it may be difficult to get new information incorporated into 
physicians’ prescribing habits. 

The Society believes the opportunity is now before us to communicate sex dif- 
ferences data discovered from clinical trials to the medical community and to con- 
sumers through drug labeling and packaging inserts and other forms of alerts. As 
part of advancing the need to analyze and report sex differences, the Society encour- 
ages the FDA to continue adequately addressing the need for accurate drug labeling 
to identify important sex and gender differences, as well as to ensure that appro- 
priate data analysis of post-market surveillance reporting for these differences is 
placed in the hands of physicians and ultimately the patient. 

In conclusion, Mr. Chairman, we thank you and this Committee for its strong 
record of support for women’s health and your commitment to OWH. We encourage 
you to provide it with funding of $5 million for fiscal year 2008 and to provide the 
FDA with a significant increase over the fiscal year 2007 budget to address its ur- 
gent needs and chronic shortfalls. We look forward to continuing to work with you 
to build a healthier future for all Americans. 
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